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	mRNA-1273-P301 
	BLA (Data Extraction Date: 04MAY2021)

	 

	Table 14.3.1.37.3.1 

	Summary of Dyspnoea up to 7 Days After Each Injection 

	Safety Set 

	After Second Injection



	
	Placebo
(N = 15162)
	mRNA-1273
(N = 15184)

	

	Number of Subjects Reporting Dyspnoea, n (%)
	5 (<0.1)
	5 (<0.1)

	
	
	

	Number of Events
	5
	5

	  Onset Day
	
	

	    Median
	4.0
	4.0

	    Min, Max
	1,   6
	1,   6

	
	
	

	  Duration
	
	

	    Median
	2.0
	5.0

	    Min, Max
	1,  13
	1, 147
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	Placebo
(N = 14631)
	mRNA-1273
(N = 14731)

	

	Number of Subjects Reporting Dyspnoea, n (%)
	7 (<0.1)
	9 (<0.1)

	
	
	

	Number of Events
	7
	10

	  Onset Day
	
	

	    Median
	3.0
	1.0

	    Min, Max
	1,   7
	1,   4

	
	
	

	  Duration
	
	

	    Median
	3.0
	2.0

	    Min, Max
	1,  29
	1,  17
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