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

  

Table 14.1.2.2  

Number of Subjects in Each Analysis Set by Age Group  

Randomization Set  

 

 
[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\t14010202.sas 21NOV2020 01:08  

 >=18 and <65 Years >=65 Years Overall 

 Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo mRNA-1273 Total 

 
Randomization Set [1] 11448 11437 22885 3762 3771 7533 15210 15208 30418 

 

Full Analysis Set, n (%) [1] 11418  

(99.7) 

11412  

(99.8) 

22830  

(99.8) 

3752  

(99.7) 

3768 

(>99.9) 

7520  

(99.8) 

15170  

(99.7) 

15180  

(99.8) 

30350  

(99.8) 

 

Modified Intent-to-Treat 

 (mITT) Set, n (%) [1] 

10773  

(94.1) 

10710  

(93.6) 

21483  

(93.9) 

3597  

(95.6) 

3602  

(95.5) 

7199  

(95.6) 

14370  

(94.5) 

14312  

(94.1) 

28682  

(94.3) 

 

Per-Protocol (PP) Set, n (%) 

 [1] 

10384  

(90.7) 

10407  

(91.0) 

20791  

(90.8) 

3499  

(93.0) 

3527  

(93.5) 

7026  

(93.3) 

13883  

(91.3) 

13934  

(91.6) 

27817  

(91.4) 

 

Safety Set [2] 11415 11414 22830 3750 3770 7520 15165 15184 30350 

 

Solicited Safety Set, n (%) 

 [2] 

11412 

(>99.9) 

11410 

(>99.9) 

22823 

(>99.9) 

3750   

(100) 

3766  

(99.9) 

7516 

(>99.9) 

15162 

(>99.9) 

15176 

(>99.9) 

30339 

(>99.9) 

  First Injection Solicited 

   Safety Set, n (%) [2] 

11406 

(>99.9) 

11405 

(>99.9) 

22812 

(>99.9) 

3748 

(>99.9) 

3762  

(99.8) 

7510  

(99.9) 

15154 

(>99.9) 

15167  

(99.9) 

30322 

(>99.9) 

  Second Injection Solicited 

   Safety Set, n (%) [2] 

10321  

(90.4) 

10358  

(90.7) 

20679  

(90.6) 

3549  

(94.6) 

3589  

(95.2) 

7138  

(94.9) 

13870  

(91.5) 

13947  

(91.9) 

27817  

(91.7) 
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