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mRNA-1273-P301  EUA (Data Extraction Date: 11NOV2020) 

  

Table 14.1.2.3  

Number of Subjects in Each Analysis Set by Randomization Stratum  

Randomization Set  

 

Randomization Stratum: Overall  

 

 
[1] Numbers are based on planned treatment group and percentages are based on the number of randomized subjects.  

[2] Numbers are based on actual treatment group and percentages are based on the number of safety subjects.  

Program Path: \\wilbtia\wilbtia01\Moderna MODMRNA1273P301_U\EUA Nov 2020\TLF\t14010203.sas 21NOV2020 01:08  

 Placebo mRNA-1273 Total 

 
Randomization Set [1] 15210 15208 30418 

 

Full Analysis Set, n (%) [1] 15170 (99.7) 15180 (99.8) 30350 (99.8) 

 

Modified Intent-to-Treat (mITT) Set, n (%) [1] 14370 (94.5) 14312 (94.1) 28682 (94.3) 

 

Per-Protocol (PP) Set, n (%) [1] 13883 (91.3) 13934 (91.6) 27817 (91.4) 

 

Safety Set [2] 15165 15184 30350 

 

Solicited Safety Set, n (%) [2] 15162(>99.9) 15176(>99.9) 30339(>99.9) 

  First Injection Solicited Safety Set, n (%) [2] 15154(>99.9) 15167 (99.9) 30322(>99.9) 

  Second Injection Solicited Safety Set, n (%) [2] 13870 (91.5) 13947 (91.9) 27817 (91.7) 
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mRNA-1273-P301  EUA (Data Extraction Date: 11NOV2020) 

  

Table 14.1.2.3  

Number of Subjects in Each Analysis Set by Randomization Stratum  

Randomization Set  

 

Randomization Stratum: >=18 and <65 Years and Not at Risk  

 

 
[1] Numbers are based on planned treatment group and percentages are based on the number of randomized subjects.  

[2] Numbers are based on actual treatment group and percentages are based on the number of safety subjects.  

Program Path: \\wilbtia\wilbtia01\Moderna MODMRNA1273P301_U\EUA Nov 2020\TLF\t14010203.sas 21NOV2020 01:08  

 Placebo mRNA-1273 Total 

 
Randomization Set [1] 8910 8908 17818 

 

Full Analysis Set, n (%) [1] 8886 (99.7) 8887 (99.8) 17773 (99.7) 

 

Modified Intent-to-Treat (mITT) Set, n (%) [1] 8418 (94.5) 8346 (93.7) 16764 (94.1) 

 

Per-Protocol (PP) Set, n (%) [1] 8111 (91.0) 8097 (90.9) 16208 (91.0) 

 

Safety Set [2] 8884 8889 17773 

 

Solicited Safety Set, n (%) [2] 8883(>99.9) 8886(>99.9) 17769(>99.9) 

  First Injection Solicited Safety Set, n (%) [2] 8878(>99.9) 8881(>99.9) 17759(>99.9) 

  Second Injection Solicited Safety Set, n (%) [2] 8008 (90.1) 8013 (90.1) 16021 (90.1) 
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mRNA-1273-P301  EUA (Data Extraction Date: 11NOV2020) 

  

Table 14.1.2.3  

Number of Subjects in Each Analysis Set by Randomization Stratum  

Randomization Set  

 

Randomization Stratum: >=18 and <65 Years and at Risk  

 

 
[1] Numbers are based on planned treatment group and percentages are based on the number of randomized subjects.  

[2] Numbers are based on actual treatment group and percentages are based on the number of safety subjects.  

Program Path: \\wilbtia\wilbtia01\Moderna MODMRNA1273P301_U\EUA Nov 2020\TLF\t14010203.sas 21NOV2020 01:08  

 Placebo mRNA-1273 Total 

 
Randomization Set [1] 2541 2534 5075 

 

Full Analysis Set, n (%) [1] 2535 (99.8) 2530 (99.8) 5065 (99.8) 

 

Modified Intent-to-Treat (mITT) Set, n (%) [1] 2358 (92.8) 2369 (93.5) 4727 (93.1) 

 

Per-Protocol (PP) Set, n (%) [1] 2276 (89.6) 2315 (91.4) 4591 (90.5) 

 

Safety Set [2] 2534 2530 5065 

 

Solicited Safety Set, n (%) [2] 2532(>99.9) 2529(>99.9) 5062(>99.9) 

  First Injection Solicited Safety Set, n (%) [2] 2531 (99.9) 2529(>99.9) 5061(>99.9) 

  Second Injection Solicited Safety Set, n (%) [2] 2316 (91.4) 2351 (92.9) 4667 (92.1) 
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mRNA-1273-P301  EUA (Data Extraction Date: 11NOV2020) 

  

Table 14.1.2.3  

Number of Subjects in Each Analysis Set by Randomization Stratum  

Randomization Set  

 

Randomization Stratum: >=65 Years  

 

 
[1] Numbers are based on planned treatment group and percentages are based on the number of randomized subjects.  

[2] Numbers are based on actual treatment group and percentages are based on the number of safety subjects.  

Program Path: \\wilbtia\wilbtia01\Moderna MODMRNA1273P301_U\EUA Nov 2020\TLF\t14010203.sas 21NOV2020 01:08  

 Placebo mRNA-1273 Total 

 
Randomization Set [1] 3759 3766 7525 

 

Full Analysis Set, n (%) [1] 3749 (99.7) 3763(>99.9) 7512 (99.8) 

 

Modified Intent-to-Treat (mITT) Set, n (%) [1] 3594 (95.6) 3597 (95.5) 7191 (95.6) 

 

Per-Protocol (PP) Set, n (%) [1] 3496 (93.0) 3522 (93.5) 7018 (93.3) 

 

Safety Set [2] 3747 3765 7512 

 

Solicited Safety Set, n (%) [2] 3747  (100) 3761 (99.9) 7508(>99.9) 

  First Injection Solicited Safety Set, n (%) [2] 3745(>99.9) 3757 (99.8) 7502 (99.9) 

  Second Injection Solicited Safety Set, n (%) [2] 3546 (94.6) 3583 (95.2) 7129 (94.9) 
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