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Result in Open-Label Phase Safety Set 
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ModernaTX, Inc.  Page 1 of 5 
mRNA-1273-P301  BLA (Data Extraction Date: 04MAY2021) 
  

Listing 16.2.8.3  
Pregnancy Test Results for Subjects with a Positive Pregnancy Test Result in Open-Label Phase  

Safety Set  
  

Treatment Group: Placebo 
 

 
Relative day is defined as days from the most recent injection date.  
Program Path: \\wilbtia\wilbtia01\Moderna MODMRNA1273P301_U\BLA\TLF\l16020803.sas 21JUN2021 03:08  

Subject 
ID Test Performed Visit 

Date of Test 
(Relative Day) Result 

FSH Sample 
Collected? 

Collection Date and Time 
(Relative Day) 

 
       

 
 

       
There are no observations for this section. 
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ModernaTX, Inc.  Page 2 of 5 
mRNA-1273-P301  BLA (Data Extraction Date: 04MAY2021) 
  

Listing 16.2.8.3  
Pregnancy Test Results for Subjects with a Positive Pregnancy Test Result in Open-Label Phase  

Safety Set  
  

Treatment Group: Placebo-mRNA-1273 
 

 
Relative day is defined as days from the most recent injection date.  
Program Path: \\wilbtia\wilbtia01\Moderna MODMRNA1273P301_U\BLA\TLF\l16020803.sas 21JUN2021 03:08  

Subject 
ID Test Performed Visit 

Date of Test 
(Relative Day) Result 

FSH Sample 
Collected? 

Collection Date and Time 
(Relative Day) 

 
US3032201 URINE Screening 2020-08-12 (1) NEGATIVE No  

  Day 1   No  
 URINE Day 29 2020-09-10 (30) NEGATIVE No  
 URINE Participant 

 Decision Visit 
 / OL-D1 

2021-01-21 (134) NEGATIVE No  

 URINE OL-D29 2021-02-18 (162) POSITIVE No  
 URINE Unscheduled 2021-04-16 (219) NEGATIVE No 2021-04-16 10:27 (219) 

 
US3052291 URINE Screening 2020-08-21 (1) NEGATIVE No  

  Day 1   No  
 URINE Day 29 2020-09-18 (29) NEGATIVE No  
 URINE Participant 

 Decision Visit 
 / OL-D1 

2021-01-14 (119) NEGATIVE No  

 URINE OL-D29 2021-02-09 (145) POSITIVE No  
 

US3152426     No  
     No  
 URINE Screening 2020-10-02 (1) NEGATIVE No  
  Day 1   Yes  
 URINE Day 29 2020-10-30 (29) NEGATIVE No  
 URINE Unscheduled 2021-02-10 (104) POSITIVE   
 URINE Participant 

 Decision Visit 
 / OL-D1 

2021-01-08 (71) NEGATIVE No  

 
US3242013     No  
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ModernaTX, Inc.  Page 3 of 5 
mRNA-1273-P301  BLA (Data Extraction Date: 04MAY2021) 
  

Listing 16.2.8.3  
Pregnancy Test Results for Subjects with a Positive Pregnancy Test Result in Open-Label Phase  

Safety Set  
  

Treatment Group: Placebo-mRNA-1273 
 

 
Relative day is defined as days from the most recent injection date.  
Program Path: \\wilbtia\wilbtia01\Moderna MODMRNA1273P301_U\BLA\TLF\l16020803.sas 21JUN2021 03:08  

Subject 
ID Test Performed Visit 

Date of Test 
(Relative Day) Result 

FSH Sample 
Collected? 

Collection Date and Time 
(Relative Day) 

 
US3242013 URINE Screening 2020-08-06 (1) NEGATIVE No  

  Day 1   No  
 URINE Day 29 2020-09-03 (29) NEGATIVE No  
 URINE Participant 

 Decision Visit 
 / OL-D1 

2021-01-26 (146) NEGATIVE Yes  

 URINE OL-D29 2021-03-11 (190) POSITIVE No  
 URINE Unscheduled 2021-04-19 (229) NEGATIVE   

 
US3302327 URINE Screening 2020-08-21 (1) NEGATIVE No  

  Day 1   No  
 URINE Day 29 2020-09-18 (29) NEGATIVE No  
 URINE Participant 

 Decision Visit 
 / OL-D1 

2021-01-26 (131) NEGATIVE No  

 URINE OL-D29 2021-02-26 (162) POSITIVE No  
 

US3572076 URINE Screening 2020-08-24 (1) NEGATIVE No  
  Day 1   No  
 URINE Day 29 2020-09-22 (30) NEGATIVE No  
 URINE Participant 

 Decision Visit 
 / OL-D1 

2021-02-25 (157) NEGATIVE No  

 URINE OL-D29 2021-04-08 (199) POSITIVE No  
 

US3622032 URINE Screening 2020-08-17 (1) NEGATIVE No  
  Day 1   No  
 URINE Day 29 2020-09-14 (29) NEGATIVE No  
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ModernaTX, Inc.  Page 4 of 5 
mRNA-1273-P301  BLA (Data Extraction Date: 04MAY2021) 
  

Listing 16.2.8.3  
Pregnancy Test Results for Subjects with a Positive Pregnancy Test Result in Open-Label Phase  

Safety Set  
  

Treatment Group: Placebo-mRNA-1273 
 

 
Relative day is defined as days from the most recent injection date.  
Program Path: \\wilbtia\wilbtia01\Moderna MODMRNA1273P301_U\BLA\TLF\l16020803.sas 21JUN2021 03:08  

Subject 
ID Test Performed Visit 

Date of Test 
(Relative Day) Result 

FSH Sample 
Collected? 

Collection Date and Time 
(Relative Day) 

 
US3622032 URINE Participant 

 Decision Visit 
 / OL-D1 

2021-01-07 (116) NEGATIVE No  

 URINE OL-D29 2021-02-04 (144) POSITIVE No  
 

US3722247 URINE Screening 2020-08-13 (1) NEGATIVE No  
  Day 1   No  
 URINE Day 29 2020-09-14 (33) NEGATIVE No  
 URINE Participant 

 Decision Visit 
 / OL-D1 

2021-02-01 (141) NEGATIVE No  

 URINE OL-D29 2021-03-04 (172) POSITIVE No  
 

US3752385 URINE Screening 2020-09-03 (1) NEGATIVE No  
  Day 1   No  
 URINE Day 29 2020-10-02 (30) NEGATIVE No  
 URINE Participant 

 Decision Visit 
 / OL-D1 

2021-01-11 (102) NEGATIVE No  

 URINE OL-D29 2021-02-12 (134) POSITIVE No  
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ModernaTX, Inc.  Page 5 of 5 
mRNA-1273-P301  BLA (Data Extraction Date: 04MAY2021) 
  

Listing 16.2.8.3  
Pregnancy Test Results for Subjects with a Positive Pregnancy Test Result in Open-Label Phase  

Safety Set  
  

Treatment Group: mRNA-1273 
 

 
Relative day is defined as days from the most recent injection date.  
Program Path: \\wilbtia\wilbtia01\Moderna MODMRNA1273P301_U\BLA\TLF\l16020803.sas 21JUN2021 03:08  

Subject 
ID Test Performed Visit 

Date of Test 
(Relative Day) Result 

FSH Sample 
Collected? 

Collection Date and Time 
(Relative Day) 

 
US3352200     No  

 URINE Screening 2020-08-22 (1) NEGATIVE No  
  Day 1   Yes  
 URINE Day 29 2020-09-19 (29) NEGATIVE No  
 URINE Unscheduled 2021-01-26 (130) POSITIVE   
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