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ModernaTX, Inc. Page 1 of 72
mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2011030 Day 1 Yes Placebo 2020-06-02 10:48 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 09:14 (29) RIGHT INTRAMUSCULAR
UsS2011042 Day 1 Yes Placebo 2020-06-08 10:01 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 16:07 (29) LEFT INTRAMUSCULAR
US2011043 Day 1 Yes Placebo 2020-06-01 09:07 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-29 10:00 (29) LEFT INTRAMUSCULAR
US2011056 Day 1 Yes Placebo 2020-06-02 17:52 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 17:08 (29) LEFT INTRAMUSCULAR
US2011057 Day 1 Yes Placebo 2020-06-02 14:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 08:44 (29) LEFT INTRAMUSCULAR
US2011060 Day 1 Yes Placebo 2020-06-02 12:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 16:39 (29) LEFT INTRAMUSCULAR
US2011064 Day 1 Yes Placebo 2020-06-02 12:23 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 13:53 (30) LEFT INTRAMUSCULAR
UsS2011067 Day 1 Yes Placebo 2020-06-03 13:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 09:13 (35) LEFT INTRAMUSCULAR
US2011068 Day 1 Yes Placebo 2020-06-02 08:38 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 09:41 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201648



ModernaTX, Inc. Page 2 of 72
mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2011069 Day 1 Yes Placebo 2020-06-02 09:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 14:01 (29) LEFT INTRAMUSCULAR
UsS2011070 Day 1 Yes Placebo 2020-06-05 08:58 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 12:25 (32) LEFT INTRAMUSCULAR
UsS2011086 Day 1 Yes Placebo 2020-06-02 10:20 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 10:43 (29) LEFT INTRAMUSCULAR
UsS2011088 Day 1 Yes Placebo 2020-06-04 08:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 09:38 (34) LEFT INTRAMUSCULAR
US2021061 Day 1 Yes Placebo 2020-06-02 10:48 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 10:09 (29) RIGHT INTRAMUSCULAR
US2021062 Day 1 Yes Placebo 2020-06-04 11:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 12:04 (29) LEFT INTRAMUSCULAR
UsS2021073 Day 1 Yes Placebo 2020-06-02 12:11 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 09:24 (29) LEFT INTRAMUSCULAR
UsS2021078 Day 1 Yes Placebo 2020-06-03 10:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 08:56 (29) LEFT INTRAMUSCULAR
UsS2021082 Day 1 Yes Placebo 2020-06-03 11:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 11:02 (35) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201649



ModernaTX, Inc. Page 3 of 72
mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo

If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2021089 Day 1 Yes Placebo 2020-06-08 14:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-08 13:44 (31) LEFT INTRAMUSCULAR
Us2021094 Day 1 Yes Placebo 2020-06-05 15:26 (1) LEFT INTRAMUSCULAR
Day 29 No Physician

withheld dose
due to Adverse

Event
US2021096 Day 1 Yes Placebo 2020-06-03 14:16 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 13:53 (30) LEFT INTRAMUSCULAR
UsS2021107 Day 1 Yes Placebo 2020-06-03 09:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 09:24 (30) LEFT INTRAMUSCULAR
UsS2021111 Day 1 Yes Placebo 2020-06-08 09:23 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-21 10:48 (44) LEFT INTRAMUSCULAR
US2021135 Day 1 Yes Placebo 2020-06-05 10:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 10:48 (33) LEFT INTRAMUSCULAR
UsS2021137 Day 1 Yes Placebo 2020-06-08 16:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 16:21 (30) LEFT INTRAMUSCULAR
USsS2021138 Day 1 Yes Placebo 2020-06-04 13:57 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 09:32 (33) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201650



ModernaTX, Inc. Page 4 of 72
mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo

If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2021144 Day 1 Yes Placebo 2020-06-05 11:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 10:42 (32) LEFT INTRAMUSCULAR
UsS2021155 Day 1 Yes Placebo 2020-06-08 17:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-13 15:40 (36) LEFT INTRAMUSCULAR
Us2021161 Day 1 Yes Placebo 2020-06-08 17:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 10:14 (30) LEFT INTRAMUSCULAR
UsS2021162 Day 1 Yes Placebo 2020-06-08 12:39 (1) RIGHT INTRAMUSCULAR
Day 29 No Physician

withheld dose
due to Adverse

Event
UsS2021175 Day 1 Yes Placebo 2020-06-08 14:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-08 12:21 (31) LEFT INTRAMUSCULAR
US2031001 Day 1 Yes Placebo 2020-05-29 14:55 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 16:01 (33) LEFT INTRAMUSCULAR
UsS2031009 Day 1 Yes Placebo 2020-06-01 09:58 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 12:12 (31) LEFT INTRAMUSCULAR
UsS2031014 Day 1 Yes Placebo 2020-05-29 13:17 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-29 13:50 (32) RIGHT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201651



ModernaTX, Inc. Page 5 of 72
mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo

If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2031022 Day 1 Yes Placebo 2020-05-29 12:25 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-29 14:06 (32) LEFT INTRAMUSCULAR
USsS2031023 Day 1 Yes Placebo 2020-05-29 11:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 11:58 (35) LEFT INTRAMUSCULAR
US2031029 Day 1 Yes Placebo 2020-06-02 09:07 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 08:49 (36) LEFT INTRAMUSCULAR
UsS2031038 Day 1 Yes Placebo 2020-06-03 09:56 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 13:00 (30) LEFT INTRAMUSCULAR
UsS2031040 Day 1 Yes Placebo 2020-06-01 13:07 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 08:32 (30) LEFT INTRAMUSCULAR
UsS2031041 Day 1 Yes Placebo 2020-06-02 09:56 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 09:13 (30) RIGHT INTRAMUSCULAR
US2031043 Day 1 Yes Placebo 2020-06-04 17:42 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 14:58 (29) LEFT INTRAMUSCULAR
UsS2031045 Day 1 Yes Placebo 2020-06-02 10:12 (1) RIGHT INTRAMUSCULAR
Day 29 No Lost To
Follow-Up
UsS2031048 Day 1 Yes Placebo 2020-06-01 17:03 (1) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201652



ModernaTX, Inc. Page 6 of 72
mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2031048 Day 29 Yes Placebo 2020-06-30 08:42 (30) LEFT INTRAMUSCULAR
UsS2031049 Day 1 Yes Placebo 2020-06-01 16:26 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 15:37 (31) LEFT INTRAMUSCULAR
UsS2031058 Day 1 Yes Placebo 2020-06-01 16:48 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 16:08 (31) LEFT INTRAMUSCULAR
UsS2031071 Day 1 Yes Placebo 2020-06-04 17:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 07:56 (29) LEFT INTRAMUSCULAR
UsS2031074 Day 1 Yes Placebo 2020-06-02 17:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 15:23 (29) LEFT INTRAMUSCULAR
UsS2031081 Day 1 Yes Placebo 2020-06-04 12:01 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 09:49 (29) LEFT INTRAMUSCULAR
USsS2041005 Day 1 Yes Placebo 2020-05-29 13:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-26 12:02 (29) LEFT INTRAMUSCULAR
UsS2041011 Day 1 Yes Placebo 2020-06-01 13:19 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 08:52 (31) LEFT INTRAMUSCULAR
UsS2041014 Day 1 Yes Placebo 2020-05-29 15:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-26 09:48 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201653



ModernaTX, Inc. Page 7 of 72
mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2041019 Day 1 Yes Placebo 2020-06-02 14:47 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 13:43 (29) LEFT INTRAMUSCULAR
US2041020 Day 1 Yes Placebo 2020-06-03 15:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 16:11 (29) LEFT INTRAMUSCULAR
US2041022 Day 1 Yes Placebo 2020-06-05 12:52 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 12:39 (32) RIGHT INTRAMUSCULAR
UsS2041025 Day 1 Yes Placebo 2020-06-02 08:18 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 08:24 (29) LEFT INTRAMUSCULAR
UsS2041029 Day 1 Yes Placebo 2020-06-01 11:33 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-29 11:31 (29) LEFT INTRAMUSCULAR
UsS2041034 Day 1 Yes Placebo 2020-06-01 14:30 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 15:33 (32) LEFT INTRAMUSCULAR
US2041042 Day 1 Yes Placebo 2020-06-01 16:46 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 16:59 (36) LEFT INTRAMUSCULAR
UsS2041043 Day 1 Yes Placebo 2020-06-03 17:06 (1) LEFT INTRAMUSCULAR
US2041056 Day 1 Yes Placebo 2020-06-02 13:47 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 10:11 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201654



ModernaTX, Inc. Page 8 of 72
mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2041059 Day 1 Yes Placebo 2020-06-02 15:52 (1) LEFT INTRAMUSCULAR
US2041062 Day 1 Yes Placebo 2020-06-02 11:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 10:57 (29) LEFT INTRAMUSCULAR
UsS2041078 Day 1 Yes Placebo 2020-06-03 14:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 10:40 (29) LEFT INTRAMUSCULAR
UsS2041086 Day 1 Yes Placebo 2020-06-08 10:09 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 09:59 (29) LEFT INTRAMUSCULAR
UsS2041089 Day 1 Yes Placebo 2020-06-08 09:59 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-10 09:54 (33) LEFT INTRAMUSCULAR
UsS2041090 Day 1 Yes Placebo 2020-06-08 15:38 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-10 14:24 (33) LEFT INTRAMUSCULAR
UsS2051022 Day 1 Yes Placebo 2020-06-03 09:31 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 09:45 (35) LEFT INTRAMUSCULAR
UsS2051035 Day 1 Yes Placebo 2020-06-04 10:02 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-08 14:01 (35) LEFT INTRAMUSCULAR
US2051036 Day 1 Yes Placebo 2020-06-02 15:17 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 14:22 (31) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201655



ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 9 of 72
06NOV2020)

Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2051044 Day 1 Yes Placebo 2020-06-05 14:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 11:35 (32) LEFT INTRAMUSCULAR
US2061003 Day 1 Yes Placebo 2020-06-04 14:38 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 10:38 (33) LEFT INTRAMUSCULAR
US2061015 Day 1 Yes Placebo 2020-06-03 14:57 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 14:31 (34) LEFT INTRAMUSCULAR
UsS2061018 Day 1 Yes Placebo 2020-06-05 16:52 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-08 09:27 (34) LEFT INTRAMUSCULAR
US2061021 Day 1 Yes Placebo 2020-06-04 16:21 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 14:03 (29) RIGHT INTRAMUSCULAR
UsS2061022 Day 1 Yes Placebo 2020-06-03 11:52 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 09:42 (30) LEFT INTRAMUSCULAR
US2061024 Day 1 Yes Placebo 2020-06-03 16:47 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 16:16 (30) LEFT INTRAMUSCULAR
US2061032 Day 1 Yes Placebo 2020-06-05 10:31 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 15:57 (33) LEFT INTRAMUSCULAR
UsS2071012 Day 1 Yes Placebo 2020-06-03 14:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 13:45 (35) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201656
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 10 of 72
06NOV2020)

Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2071014 Day 1 Yes Placebo 2020-06-03 11:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 13:56 (34) LEFT INTRAMUSCULAR
Us2071017 Day 1 Yes Placebo 2020-06-02 17:08 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 14:13 (30) LEFT INTRAMUSCULAR
UsS2071022 Day 1 Yes Placebo 2020-06-03 12:19 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 10:57 (30) LEFT INTRAMUSCULAR
UsS2071042 Day 1 Yes Placebo 2020-06-04 15:05 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-09 12:44 (306) LEFT INTRAMUSCULAR
UsS2071044 Day 1 Yes Placebo 2020-06-08 14:41 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-09 14:00 (32) RIGHT INTRAMUSCULAR
US2071046 Day 1 Yes Placebo 2020-06-04 11:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 16:11 (34) LEFT INTRAMUSCULAR
UsS2071049 Day 1 Yes Placebo 2020-06-04 10:15 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-08 09:30 (35) RIGHT INTRAMUSCULAR
UsS2071050 Day 1 Yes Placebo 2020-06-05 13:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 11:43 (33) LEFT INTRAMUSCULAR
UsS2071059 Day 1 Yes Placebo 2020-06-08 16:05 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 15:38 (30) RIGHT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201657
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 11 of 72
06NOV2020)

Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2071062 Day 1 Yes Placebo 2020-06-04 16:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 14:35 (34) LEFT INTRAMUSCULAR
USsS2071064 Day 1 Yes Placebo 2020-06-05 15:16 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-09 16:48 (35) RIGHT INTRAMUSCULAR
US2071066 Day 1 Yes Placebo 2020-06-09 16:27 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-08 14:16 (30) LEFT INTRAMUSCULAR
UsS2071070 Day 1 Yes Placebo 2020-06-08 11:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 08:49 (30) LEFT INTRAMUSCULAR
UsS2071072 Day 1 Yes Placebo 2020-06-05 13:04 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 09:07 (32) LEFT INTRAMUSCULAR
UsS2081026 Day 1 Yes Placebo 2020-06-04 07:52 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 07:44 (34) LEFT INTRAMUSCULAR
Us2081033 Day 1 Yes Placebo 2020-06-02 08:00 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 10:39 (36) LEFT INTRAMUSCULAR
UsS2081038 Day 1 Yes Placebo 2020-06-08 08:02 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-09 07:48 (32) LEFT INTRAMUSCULAR
Us2081042 Day 1 Yes Placebo 2020-06-10 07:43 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-08 08:00 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201658
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ModernaTX, Inc.
mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

Safety Set

Vaccination Group: Placebo

Page 12 of 72

(Extraction Date: 06NOV2020)

If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2081046 Day 1 Yes Placebo 2020-06-08 15:42 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-09 07:58 (32) LEFT INTRAMUSCULAR
Us2081049 Day 1 Yes Placebo 2020-06-09 09:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-08 07:51 (30) LEFT INTRAMUSCULAR
Us2081057 Day 1 Yes Placebo 2020-06-05 13:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-09 12:43 (35) LEFT INTRAMUSCULAR
Us2081058 Day 1 Yes Placebo 2020-06-08 11:54 (1) LEFT INTRAMUSCULAR
Day 29 No Other, PATIENT

HAD POSITIVE
NASAL SWAB
RESULTS

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201659
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Vaccination Group: mRNA-1273 50 ug

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

(Extraction Date:

Page 13 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2011020 Day 1 Yes mRNA-1273 50 ug 2020-06-01 15:19 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 15:41 (31) LEFT INTRAMUSCULAR
Us2011029 Day 1 Yes mRNA-1273 50 ug 2020-06-01 17:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 16:42 (29) LEFT INTRAMUSCULAR
Us2011048 Day 1 Yes mRNA-1273 50 ug 2020-06-01 10:47 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 10:28 (29) LEFT INTRAMUSCULAR
UsS2011051 Day 1 Yes mRNA-1273 50 ug 2020-06-02 16:12 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 13:46 (35) LEFT INTRAMUSCULAR
US2011055 Day 1 Yes mRNA-1273 50 ug 2020-06-02 17:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 16:10 (29) LEFT INTRAMUSCULAR
US2011061 Day 1 Yes mRNA-1273 50 ug 2020-06-03 17:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-02 16:48 (30) LEFT INTRAMUSCULAR
Us2011084 Day 1 Yes mRNA-1273 50 ug 2020-06-02 09:01 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 08:19 (29) LEFT INTRAMUSCULAR
Us2011087 Day 1 Yes mRNA-1273 50 ug 2020-06-03 16:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 16:12 (29) LEFT INTRAMUSCULAR
UsS2011090 Day 1 Yes mRNA-1273 50 ug 2020-06-04 10:23 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-02 10:46 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201660
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Vaccination Group: mRNA-1273 50 ug

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

(Extraction Date:

Page 14 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2011091 Day 1 Yes mRNA-1273 50 ug 2020-06-04 11:26 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-02 13:20 (29) LEFT INTRAMUSCULAR
UsS2011092 Day 1 Yes mRNA-1273 50 ug 2020-06-05 14:49 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 14:48 (33) RIGHT INTRAMUSCULAR
UsS2011093 Day 1 Yes mRNA-1273 50 ug 2020-06-08 08:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 11:09 (29) LEFT INTRAMUSCULAR
USsS2011095 Day 1 Yes mRNA-1273 50 ug 2020-06-05 15:19 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 16:56 (32) LEFT INTRAMUSCULAR
UsS2011102 Day 1 Yes mRNA-1273 50 ug 2020-06-08 10:57 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 10:23 (29) RIGHT INTRAMUSCULAR
UsS2021058 Day 1 Yes mRNA-1273 50 ug 2020-06-05 09:48 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 09:22 (33) RIGHT INTRAMUSCULAR
US2021064 Day 1 Yes mRNA-1273 50 ug 2020-06-08 08:48 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-09 12:38 (32) LEFT INTRAMUSCULAR
UsS2021084 Day 1 Yes mRNA-1273 50 ug 2020-06-05 16:20 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 10:31 (33) LEFT INTRAMUSCULAR
USsS2021090 Day 1 Yes mRNA-1273 50 ug 2020-06-02 10:04 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 09:21 (35) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201661
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Vaccination Group: mRNA-1273 50 ug

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

(Extraction Date:

Page 15 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
Us2021147 Day 1 Yes mRNA-1273 50 ug 2020-06-05 14:43 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 17:14 (33) LEFT INTRAMUSCULAR
US2021166 Day 1 Yes mRNA-1273 50 ug 2020-06-05 13:06 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 11:54 (33) LEFT INTRAMUSCULAR
Us2021167 Day 1 Yes mRNA-1273 50 ug 2020-06-08 11:57 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 14:41 (30) LEFT INTRAMUSCULAR
UsS2021179 Day 1 Yes mRNA-1273 50 ug 2020-06-08 15:12 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 15:07 (30) LEFT INTRAMUSCULAR
UsS2031002 Day 1 Yes mRNA-1273 50 ug 2020-05-29 08:33 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 08:16 (32) LEFT INTRAMUSCULAR
UsS2031004 Day 1 Yes mRNA-1273 50 ug 2020-05-29 14:24 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 09:40 (32) LEFT INTRAMUSCULAR
UsS2031011 Day 1 Yes mRNA-1273 50 ug 2020-05-29 15:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 11:44 (34) LEFT INTRAMUSCULAR
US2031016 Day 1 Yes mRNA-1273 50 ug 2020-06-04 12:41 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-02 10:24 (29) LEFT INTRAMUSCULAR
UsS2031030 Day 1 Yes mRNA-1273 50 ug 2020-06-03 09:06 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 10:22 (29) RIGHT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201662
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Vaccination Group: mRNA-1273 50 ug

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

(Extraction Date:

Page 16 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2031042 Day 1 Yes mRNA-1273 50 ug 2020-06-04 15:59 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 14:34 (33) LEFT INTRAMUSCULAR
UsS2031051 Day 1 Yes mRNA-1273 50 ug 2020-06-01 16:33 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 14:18 (29) LEFT INTRAMUSCULAR
UsS2031056 Day 1 Yes mRNA-1273 50 ug 2020-06-01 16:05 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 15:50 (30) LEFT INTRAMUSCULAR
Us2031057 Day 1 Yes mRNA-1273 50 ug 2020-06-03 10:55 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 08:25 (29) LEFT INTRAMUSCULAR
US2031063 Day 1 Yes mRNA-1273 50 ug 2020-06-02 16:42 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-02 16:36 (31) LEFT INTRAMUSCULAR
US2031066 Day 1 Yes mRNA-1273 50 ug 2020-06-02 09:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 10:53 (29) LEFT INTRAMUSCULAR
Us2031072 Day 1 Yes mRNA-1273 50 ug 2020-06-03 12:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 12:24 (34) LEFT INTRAMUSCULAR
Us2031080 Day 1 Yes mRNA-1273 50 ug 2020-06-04 14:21 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-02 14:46 (29) LEFT INTRAMUSCULAR
UsS2041002 Day 1 Yes mRNA-1273 50 ug 2020-06-02 11:08 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 10:24 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201663
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Vaccination Group: mRNA-1273 50 ug

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

(Extraction Date:

Page 17 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2041003 Day 1 Yes mRNA-1273 50 ug 2020-06-02 15:39 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 15:37 (29) LEFT INTRAMUSCULAR
UsS2041006 Day 1 Yes mRNA-1273 50 ug 2020-06-02 10:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-02 10:53 (31) LEFT INTRAMUSCULAR
Us2041007 Day 1 Yes mRNA-1273 50 ug 2020-06-01 11:09 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 11:19 (29) LEFT INTRAMUSCULAR
UsS2041012 Day 1 Yes mRNA-1273 50 ug 2020-06-02 08:44 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 14:00 (36) LEFT INTRAMUSCULAR
UsS2041013 Day 1 Yes mRNA-1273 50 ug 2020-05-29 16:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 11:13 (32) LEFT INTRAMUSCULAR
US2041016 Day 1 Yes mRNA-1273 50 ug 2020-06-02 16:27 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-14 13:22 (43) LEFT INTRAMUSCULAR
Us2041023 Day 1 Yes mRNA-1273 50 ug 2020-06-01 16:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 16:32 (29) LEFT INTRAMUSCULAR
Us2041027 Day 1 Yes mRNA-1273 50 ug 2020-06-01 13:04 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 10:54 (29) LEFT INTRAMUSCULAR
US2041030 Day 1 Yes mRNA-1273 50 ug 2020-06-01 14:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 14:43 (30) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201664
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1
Study Vaccine Administration

Primary Analysis

(Extraction Date:

Page 18 of 72
06NOV2020)

Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 50 ug
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2041036 Day 1 Yes mRNA-1273 50 ug 2020-06-02 08:07 (1) LEFT INTRAMUSCULAR

Day 29 Yes mRNA-1273 50 ug 2020-06-30 08:45 (29) LEFT INTRAMUSCULAR
Us2041047 Day 1 Yes mRNA-1273 50 ug 2020-06-02 08:31 (1) LEFT INTRAMUSCULAR

Day 29 Yes mRNA-1273 50 ug 2020-06-30 08:56 (29) LEFT INTRAMUSCULAR
Us2041049 Day 1 Yes mRNA-1273 50 ug 2020-06-04 14:50 (1) LEFT INTRAMUSCULAR

Day 29 Yes mRNA-1273 50 ug 2020-07-14 16:00 (41) LEFT INTRAMUSCULAR
UsS2041051 Day 1 Yes mRNA-1273 50 ug 2020-06-02 14:11 (1) LEFT INTRAMUSCULAR

Day 29 Yes mRNA-1273 50 ug 2020-06-30 11:57 (29) LEFT INTRAMUSCULAR
US2041053 Day 1 Yes mRNA-1273 50 ug 2020-06-02 12:41 (1) LEFT INTRAMUSCULAR

Day 29 Yes mRNA-1273 50 ug 2020-07-07 16:00 (36) LEFT INTRAMUSCULAR
US2041055 Day 1 Yes mRNA-1273 50 ug 2020-06-03 11:01 (1) LEFT INTRAMUSCULAR

Day 29 No Lost To

Follow-Up

UsS2041058 Day 1 Yes mRNA-1273 50 ug 2020-06-03 13:54 (1) LEFT INTRAMUSCULAR

Day 29 No Lost To

Follow-Up

US2041064 Day 1 Yes mRNA-1273 50 ug 2020-06-08 16:50 (1) LEFT INTRAMUSCULAR

Day 29 Yes mRNA-1273 50 ug 2020-07-14 16:15 (37) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201665
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Vaccination Group: mRNA-1273 50 ug

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

(Extraction Date:

Page 19 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2041071 Day 1 Yes mRNA-1273 50 ug 2020-06-02 18:00 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 16:29 (35) LEFT INTRAMUSCULAR
UsS2041075 Day 1 Yes mRNA-1273 50 ug 2020-06-02 12:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 11:40 (30) LEFT INTRAMUSCULAR
Us2041076 Day 1 Yes mRNA-1273 50 ug 2020-06-02 11:57 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 12:29 (35) LEFT INTRAMUSCULAR
Us2041077 Day 1 Yes mRNA-1273 50 ug 2020-06-03 14:21 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 11:05 (29) LEFT INTRAMUSCULAR
UsS2041088 Day 1 Yes mRNA-1273 50 ug 2020-06-08 15:17 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-10 13:53 (33) LEFT INTRAMUSCULAR
UsS2041091 Day 1 Yes mRNA-1273 50 ug 2020-06-10 12:07 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-10 14:09 (31) LEFT INTRAMUSCULAR
Us2041092 Day 1 Yes mRNA-1273 50 ug 2020-06-08 16:05 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-14 13:06 (37) RIGHT INTRAMUSCULAR
Us2051008 Day 1 Yes mRNA-1273 50 ug 2020-05-29 13:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 10:16 (33) LEFT INTRAMUSCULAR
UsS2051009 Day 1 Yes mRNA-1273 50 ug 2020-06-02 10:38 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 08:58 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Vaccination Group: mRNA-1273 50 ug

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

(Extraction Date:

Page 20 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2051010 Day 1 Yes mRNA-1273 50 ug 2020-06-02 13:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 10:47 (29) LEFT INTRAMUSCULAR
Us2051011 Day 1 Yes mRNA-1273 50 ug 2020-06-03 13:08 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 10:28 (35) LEFT INTRAMUSCULAR
Us2051018 Day 1 Yes mRNA-1273 50 ug 2020-06-08 09:29 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 15:07 (30) LEFT INTRAMUSCULAR
Us2051027 Day 1 Yes mRNA-1273 50 ug 2020-06-08 13:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 11:27 (30) LEFT INTRAMUSCULAR
US2051031 Day 1 Yes mRNA-1273 50 ug 2020-06-02 15:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 14:53 (29) LEFT INTRAMUSCULAR
UsS2051032 Day 1 Yes mRNA-1273 50 ug 2020-06-02 11:06 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 09:21 (29) LEFT INTRAMUSCULAR
Us2051033 Day 1 Yes mRNA-1273 50 ug 2020-06-04 15:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 10:16 (34) LEFT INTRAMUSCULAR
Us2051034 Day 1 Yes mRNA-1273 50 ug 2020-06-03 09:35 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 12:41 (29) RIGHT INTRAMUSCULAR
UsS2051038 Day 1 Yes mRNA-1273 50 ug 2020-06-03 16:06 (1) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1
Study Vaccine Administration

Primary Analysis

(Extraction Date:

Page 21 of 72
06NOV2020)

Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 50 ug
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2051038 Day 29 No Withdrawal of
Consent by
Participant
Us2051040 Day 1 Yes mRNA-1273 50 ug 2020-06-05 14:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 14:05 (33) LEFT INTRAMUSCULAR
UsS2051042 Day 1 Yes mRNA-1273 50 ug 2020-06-02 11:52 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 13:22 (30) LEFT INTRAMUSCULAR
Us2051043 Day 1 Yes mRNA-1273 50 ug 2020-06-03 13:27 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 15:32 (29) RIGHT INTRAMUSCULAR
Us2051048 Day 1 Yes mRNA-1273 50 ug 2020-06-09 13:21 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-10 09:32 (32) LEFT INTRAMUSCULAR
UsS2051050 Day 1 Yes mRNA-1273 50 ug 2020-06-08 15:42 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-08 09:01 (31) LEFT INTRAMUSCULAR
US2061001 Day 1 Yes mRNA-1273 50 ug 2020-06-04 18:13 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-10 14:33 (37) RIGHT INTRAMUSCULAR
US2061006 Day 1 Yes mRNA-1273 50 ug 2020-06-03 10:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 12:23 (29) LEFT INTRAMUSCULAR
Us2061009 Day 1 Yes mRNA-1273 50 ug 2020-06-03 18:15 (1) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Vaccination Group: mRNA-1273 50 ug

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

(Extraction Date:

Page 22 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2061009 Day 29 Yes mRNA-1273 50 ug 2020-07-07 14:14 (35) LEFT INTRAMUSCULAR
US2061011 Day 1 Yes mRNA-1273 50 ug 2020-06-03 14:23 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 14:45 (34) LEFT INTRAMUSCULAR
US2061013 Day 1 Yes mRNA-1273 50 ug 2020-06-05 09:05 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 14:25 (32) LEFT INTRAMUSCULAR
UsS2061019 Day 1 Yes mRNA-1273 50 ug 2020-06-03 18:25 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 14:25 (29) RIGHT INTRAMUSCULAR
US2061026 Day 1 Yes mRNA-1273 50 ug 2020-06-05 11:26 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 11:23 (33) LEFT INTRAMUSCULAR
UsS2071001 Day 1 Yes mRNA-1273 50 ug 2020-05-29 16:12 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 13:38 (33) LEFT INTRAMUSCULAR
UsS2071003 Day 1 Yes mRNA-1273 50 ug 2020-06-01 11:05 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 13:44 (30) LEFT INTRAMUSCULAR
Us2071004 Day 1 Yes mRNA-1273 50 ug 2020-06-04 09:26 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-08 09:18 (35) LEFT INTRAMUSCULAR
Us2071029 Day 1 Yes mRNA-1273 50 ug 2020-06-05 17:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-10 16:39 (36) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Vaccination Group: mRNA-1273 50 ug

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

(Extraction Date:

Page 23 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2071030 Day 1 Yes mRNA-1273 50 ug 2020-06-03 17:16 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 17:13 (34) LEFT INTRAMUSCULAR
Us2071032 Day 1 Yes mRNA-1273 50 ug 2020-06-08 18:46 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-10 08:46 (33) LEFT INTRAMUSCULAR
Us2071033 Day 1 Yes mRNA-1273 50 ug 2020-06-08 11:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-09 09:47 (32) LEFT INTRAMUSCULAR
UsS2071063 Day 1 Yes mRNA-1273 50 ug 2020-06-04 17:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-09 16:21 (36) LEFT INTRAMUSCULAR
Us2071067 Day 1 Yes mRNA-1273 50 ug 2020-06-05 12:18 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-08 17:20 (34) LEFT INTRAMUSCULAR
Us2071074 Day 1 Yes mRNA-1273 50 ug 2020-06-08 14:16 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-09 13:16 (32) LEFT INTRAMUSCULAR
Us2071081 Day 1 Yes mRNA-1273 50 ug 2020-06-08 16:59 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 15:52 (30) LEFT INTRAMUSCULAR
Us2081036 Day 1 Yes mRNA-1273 50 ug 2020-06-04 09:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-09 13:48 (36) LEFT INTRAMUSCULAR
UsS2081039 Day 1 Yes mRNA-1273 50 ug 2020-06-08 13:44 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-08 12:08 (31) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201670

24



ModernaTX, Inc.
mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

Safety Set

Vaccination Group: mRNA-1273 50 ug

Page 24 of 72

(Extraction Date: 06NOV2020)

If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
Us2081041 Day 1 Yes mRNA-1273 50 ug 2020-06-04 12:56 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 12:12 (34) LEFT INTRAMUSCULAR
Us2081052 Day 1 Yes mRNA-1273 50 ug 2020-06-05 11:58 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-09 13:55 (35) LEFT INTRAMUSCULAR
Us2081054 Day 1 Yes mRNA-1273 50 ug 2020-06-05 13:56 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-08 13:46 (34) LEFT INTRAMUSCULAR
Us2081059 Day 1 Yes mRNA-1273 50 ug 2020-06-08 14:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-13 11:33 (36) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201671
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

Vaccination Group: mRNA-1273 100 ng

(Extraction Date:

Page 25 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
Us2011018 Day 1 Yes mRNA-1273 100 ug 2020-06-01 17:09 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 18:01 (30) LEFT INTRAMUSCULAR
Us2011019 Day 1 Yes mRNA-1273 100 ug 2020-06-02 15:03 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 11:22 (31) RIGHT INTRAMUSCULAR
Us2011039 Day 1 Yes mRNA-1273 100 ug 2020-06-01 16:43 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 14:02 (29) LEFT INTRAMUSCULAR
Us2011041 Day 1 Yes mRNA-1273 100 ug 2020-06-02 10:46 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 12:58 (29) LEFT INTRAMUSCULAR
US2011046 Day 1 Yes mRNA-1273 100 ug 2020-06-02 17:27 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 14:47 (30) LEFT INTRAMUSCULAR
US2011050 Day 1 Yes mRNA-1273 100 ug 2020-06-01 09:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 09:34 (29) LEFT INTRAMUSCULAR
Us2011059 Day 1 Yes mRNA-1273 100 ug 2020-06-02 09:27 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 10:18 (29) LEFT INTRAMUSCULAR
USsS2011065 Day 1 Yes mRNA-1273 100 ug 2020-06-02 13:09 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 14:30 (29) LEFT INTRAMUSCULAR
UsS2011080 Day 1 Yes mRNA-1273 100 ug 2020-06-03 11:29 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 15:14 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201672
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

Vaccination Group: mRNA-1273 100 ng

(Extraction Date:

Page 26 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2011085 Day 1 Yes mRNA-1273 100 ug 2020-06-03 15:41 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 16:54 (29) LEFT INTRAMUSCULAR
Us2011089 Day 1 Yes mRNA-1273 100 ug 2020-06-05 09:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-10 15:02 (36) LEFT INTRAMUSCULAR
Us2011103 Day 1 Yes mRNA-1273 100 ug 2020-06-08 14:16 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 16:08 (30) LEFT INTRAMUSCULAR
USsS2021059 Day 1 Yes mRNA-1273 100 ug 2020-06-02 09:06 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 09:13 (31) LEFT INTRAMUSCULAR
US2021063 Day 1 Yes mRNA-1273 100 ug 2020-06-04 09:10 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 08:56 (34) RIGHT INTRAMUSCULAR
US2021067 Day 1 Yes mRNA-1273 100 ug 2020-06-05 12:38 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-06 11:22 (32) LEFT INTRAMUSCULAR
UsS2021068 Day 1 Yes mRNA-1273 100 ug 2020-06-02 16:41 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 16:37 (30) LEFT INTRAMUSCULAR
Us2021074 Day 1 Yes mRNA-1273 100 ug 2020-06-02 09:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 14:25 (36) LEFT INTRAMUSCULAR
UsS2021080 Day 1 Yes mRNA-1273 100 ug 2020-06-05 15:06 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 09:28 (34) RIGHT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201673
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

Vaccination Group: mRNA-1273 100 ng

(Extraction Date:

Page 27 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2021093 Day 1 Yes mRNA-1273 100 ug 2020-06-03 10:07 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-06 09:52 (34) LEFT INTRAMUSCULAR
Us2021099 Day 1 Yes mRNA-1273 100 ug 2020-06-02 16:52 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 14:17 (29) LEFT INTRAMUSCULAR
Us2021101 Day 1 Yes mRNA-1273 100 ug 2020-06-08 12:33 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-09 11:18 (32) LEFT INTRAMUSCULAR
UsS2021121 Day 1 Yes mRNA-1273 100 ug 2020-06-03 15:21 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 10:57 (29) RIGHT INTRAMUSCULAR
UsS2021145 Day 1 Yes mRNA-1273 100 ug 2020-06-04 16:42 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-09 12:48 (36) LEFT INTRAMUSCULAR
US2021151 Day 1 Yes mRNA-1273 100 ug 2020-06-08 16:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-09 14:47 (32) LEFT INTRAMUSCULAR
US2021154 Day 1 Yes mRNA-1273 100 ug 2020-06-05 14:21 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 14:50 (34) LEFT INTRAMUSCULAR
UsS2021164 Day 1 Yes mRNA-1273 100 ug 2020-06-08 09:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 10:54 (31) LEFT INTRAMUSCULAR
UsS2021180 Day 1 Yes mRNA-1273 100 ug 2020-06-08 17:04 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 09:58 (31) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201674
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

Vaccination Group: mRNA-1273 100 ng

(Extraction Date:

Page 28 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2021182 Day 1 Yes mRNA-1273 100 ug 2020-06-08 09:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 09:54 (30) LEFT INTRAMUSCULAR
Us2031012 Day 1 Yes mRNA-1273 100 ug 2020-06-01 14:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 10:07 (29) LEFT INTRAMUSCULAR
Us2031013 Day 1 Yes mRNA-1273 100 ug 2020-06-02 09:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 08:52 (29) LEFT INTRAMUSCULAR
UsS2031019 Day 1 Yes mRNA-1273 100 ug 2020-05-29 08:59 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 08:31 (35) LEFT INTRAMUSCULAR
US2031020 Day 1 Yes mRNA-1273 100 ug 2020-05-29 12:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 09:07 (34) LEFT INTRAMUSCULAR
UsS2031021 Day 1 Yes mRNA-1273 100 ug 2020-06-01 10:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 10:02 (29) LEFT INTRAMUSCULAR
UsS2031026 Day 1 Yes mRNA-1273 100 ug 2020-05-29 15:44 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-26 13:58 (29) RIGHT INTRAMUSCULAR
Us2031027 Day 1 Yes mRNA-1273 100 ug 2020-06-01 08:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 15:02 (29) LEFT INTRAMUSCULAR
US2031033 Day 1 Yes mRNA-1273 100 ug 2020-06-03 09:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 10:12 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201675
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

Vaccination Group: mRNA-1273 100 ng

(Extraction Date:

Page 29 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2031035 Day 1 Yes mRNA-1273 100 ug 2020-06-01 11:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 10:42 (29) LEFT INTRAMUSCULAR
Us2031037 Day 1 Yes mRNA-1273 100 ug 2020-06-02 08:46 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 08:21 (29) LEFT INTRAMUSCULAR
Us2031047 Day 1 Yes mRNA-1273 100 ug 2020-06-01 13:54 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 16:48 (29) LEFT INTRAMUSCULAR
UsS2031050 Day 1 Yes mRNA-1273 100 ug 2020-06-03 10:24 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 09:55 (29) LEFT INTRAMUSCULAR
US2031060 Day 1 Yes mRNA-1273 100 ug 2020-06-04 16:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 14:38 (29) LEFT INTRAMUSCULAR
US2031062 Day 1 Yes mRNA-1273 100 ug 2020-06-04 17:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 17:04 (29) LEFT INTRAMUSCULAR
Us2031073 Day 1 Yes mRNA-1273 100 ug 2020-06-02 11:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 16:45 (31) LEFT INTRAMUSCULAR
Us2031079 Day 1 Yes mRNA-1273 100 ug 2020-06-04 16:39 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 10:50 (29) LEFT INTRAMUSCULAR
Us2031084 Day 1 Yes mRNA-1273 100 ug 2020-06-10 14:18 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 09:06 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201676
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

Vaccination Group: mRNA-1273 100 ng

(Extraction Date:

Page 30 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
Us2041008 Day 1 Yes mRNA-1273 100 ug 2020-06-01 15:27 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 15:55 (31) LEFT INTRAMUSCULAR
Us2041010 Day 1 Yes mRNA-1273 100 ug 2020-05-29 14:54 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 08:48 (32) LEFT INTRAMUSCULAR
Us2041024 Day 1 Yes mRNA-1273 100 ug 2020-06-03 15:20 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 08:51 (30) LEFT INTRAMUSCULAR
US2041026 Day 1 Yes mRNA-1273 100 ug 2020-06-02 09:55 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 14:09 (29) LEFT INTRAMUSCULAR
UsS2041041 Day 1 Yes mRNA-1273 100 ug 2020-06-01 17:01 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-06 16:47 (36) LEFT INTRAMUSCULAR
US2041046 Day 1 Yes mRNA-1273 100 ug 2020-06-04 13:25 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 09:33 (29) RIGHT INTRAMUSCULAR
Us2041048 Day 1 Yes mRNA-1273 100 ug 2020-06-02 10:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 15:45 (30) LEFT INTRAMUSCULAR
UsS2041060 Day 1 Yes mRNA-1273 100 ug 2020-06-02 09:25 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 09:27 (30) LEFT INTRAMUSCULAR
US2041061 Day 1 Yes mRNA-1273 100 ug 2020-06-02 16:07 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-06 12:06 (35) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201677
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

Vaccination Group: mRNA-1273 100 ng

(Extraction Date:

Page 31 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2041073 Day 1 Yes mRNA-1273 100 ug 2020-06-02 17:30 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 16:35 (29) LEFT INTRAMUSCULAR
Us2041079 Day 1 Yes mRNA-1273 100 ug 2020-06-03 17:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 15:50 (35) LEFT INTRAMUSCULAR
Us2041080 Day 1 Yes mRNA-1273 100 ug 2020-06-03 17:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 16:37 (29) LEFT INTRAMUSCULAR
UsS2041084 Day 1 Yes mRNA-1273 100 ug 2020-06-04 12:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 12:53 (29) LEFT INTRAMUSCULAR
UsS2051001 Day 1 Yes mRNA-1273 100 ug 2020-06-04 09:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 09:25 (29) LEFT INTRAMUSCULAR
UsS2051002 Day 1 Yes mRNA-1273 100 ug 2020-06-02 12:58 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 10:26 (31) LEFT INTRAMUSCULAR
Us2051003 Day 1 Yes mRNA-1273 >100-125 ug 2020-05-29 13:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-23 11:23 (26) LEFT INTRAMUSCULAR
UsS2051012 Day 1 Yes mRNA-1273 100 ug 2020-06-02 14:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 12:02 (30) LEFT INTRAMUSCULAR
UsS2051013 Day 1 Yes mRNA-1273 100 ug 2020-06-03 12:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 15:29 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201678
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1
Study Vaccine Administration

Primary Analysis

(Extraction Date:

Page 32 of 72
06NOV2020)

Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 100 ng
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2051017 Day 1 Yes mRNA-1273 100 ug 2020-06-05 13:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 09:47 (33) LEFT INTRAMUSCULAR
Us2051019 Day 1 Yes mRNA-1273 100 ug 2020-06-09 10:53 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 15:05 (29) RIGHT INTRAMUSCULAR
Us2051020 Day 1 Yes mRNA-1273 100 ug 2020-06-04 11:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-02 14:21 (29) LEFT INTRAMUSCULAR
UsS2051024 Day 1 Yes mRNA-1273 100 ug 2020-06-02 10:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 11:01 (36) LEFT INTRAMUSCULAR
UsS2051025 Day 1 Yes mRNA-1273 100 ug 2020-06-05 12:21 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-09 10:22 (35) LEFT INTRAMUSCULAR
US2051026 Day 1 Yes mRNA-1273 100 ug 2020-06-02 10:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 10:13 (29) LEFT INTRAMUSCULAR
UsS2051028 Day 1 Yes mRNA-1273 100 ug 2020-06-04 14:02 (1) LEFT INTRAMUSCULAR
Day 29 No Other, SUBJECT
TESTED

POSITIVE FOR
COVID-19 NO
VACCINE GIVEN
ONLY FOLLOWING
FOR SAFETY

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201679
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

Vaccination Group: mRNA-1273 100 ng

(Extraction Date:

Page 33 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2051029 Day 1 Yes mRNA-1273 100 ug 2020-06-04 11:08 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-09 12:45 (36) LEFT INTRAMUSCULAR
UsS2051030 Day 1 Yes mRNA-1273 100 ug 2020-06-03 09:55 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-06 13:14 (34) LEFT INTRAMUSCULAR
UsS2051045 Day 1 Yes mRNA-1273 100 ug 2020-06-10 13:11 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 15:50 (29) RIGHT INTRAMUSCULAR
US2061008 Day 1 Yes mRNA-1273 100 ug 2020-06-03 14:25 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-06 09:36 (34) LEFT INTRAMUSCULAR
US2061010 Day 1 Yes mRNA-1273 100 ug 2020-06-03 09:51 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 09:21 (36) LEFT INTRAMUSCULAR
US2061020 Day 1 Yes mRNA-1273 100 ug 2020-06-08 18:12 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 09:17 (30) LEFT INTRAMUSCULAR
US2061023 Day 1 Yes mRNA-1273 100 ug 2020-06-05 11:36 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-06 09:40 (32) LEFT INTRAMUSCULAR
US2061025 Day 1 Yes mRNA-1273 100 ug 2020-06-03 17:16 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 15:19 (29) LEFT INTRAMUSCULAR
UsS2061027 Day 1 Yes mRNA-1273 100 ug 2020-06-05 14:57 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 14:54 (34) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201680
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

Vaccination Group: mRNA-1273 100 ng

(Extraction Date:

Page 34 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
Us2071002 Day 1 Yes mRNA-1273 100 ug 2020-06-01 11:42 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 13:48 (30) LEFT INTRAMUSCULAR
Us2071016 Day 1 Yes mRNA-1273 100 ug 2020-06-03 14:05 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 12:54 (36) LEFT INTRAMUSCULAR
Us2071026 Day 1 Yes mRNA-1273 100 ug 2020-06-08 15:44 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-13 14:47 (36) LEFT INTRAMUSCULAR
UsS2071036 Day 1 Yes mRNA-1273 100 ug 2020-06-08 15:25 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-13 12:48 (36) LEFT INTRAMUSCULAR
UsS2071038 Day 1 Yes mRNA-1273 100 ug 2020-06-04 14:02 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-13 09:15 (40) LEFT INTRAMUSCULAR
UsS2071039 Day 1 Yes mRNA-1273 100 ug 2020-06-05 16:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-13 15:15 (39) LEFT INTRAMUSCULAR
Us2071040 Day 1 Yes mRNA-1273 100 ug 2020-06-08 13:00 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-13 12:41 (36) LEFT INTRAMUSCULAR
Us2071051 Day 1 Yes mRNA-1273 100 ug 2020-06-05 14:54 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 11:16 (33) LEFT INTRAMUSCULAR
UsS2071068 Day 1 Yes mRNA-1273 100 ug 2020-06-08 16:31 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 13:58 (31) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201681
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Primary Analysis

Vaccination Group: mRNA-1273 100 ng

(Extraction Date:

Page 35 of 72
06NOV2020)

Reason Not

Arm

Vaccine Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received (Day) Received Route
UsS2071069 Day 1 Yes mRNA-1273 100 ug 2020-06-08 10:49 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-13 10:38 (36) RIGHT INTRAMUSCULAR
Us2071071 Day 1 Yes mRNA-1273 100 ug 2020-06-05 12:54 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 11:51 (33) LEFT INTRAMUSCULAR
Us2071073 Day 1 Yes mRNA-1273 100 ug 2020-06-08 12:07 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 10:35 (30) LEFT INTRAMUSCULAR
Us2071077 Day 1 Yes mRNA-1273 100 ug 2020-06-08 13:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-10 09:54 (33) LEFT INTRAMUSCULAR
Us2081023 Day 1 Yes mRNA-1273 100 ug 2020-06-03 13:51 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 09:47 (35) LEFT INTRAMUSCULAR
Us2081025 Day 1 Yes mRNA-1273 100 ug 2020-06-03 11:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 14:04 (35) LEFT INTRAMUSCULAR
Us2081028 Day 1 Yes mRNA-1273 100 ug 2020-06-02 14:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 09:57 (36) LEFT INTRAMUSCULAR
Us2081045 Day 1 Yes mRNA-1273 100 ug 2020-06-04 10:02 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 14:18 (34) LEFT INTRAMUSCULAR
UsS2081051 Day 1 Yes mRNA-1273 100 ug 2020-06-05 09:47 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 10:02 (34) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201682
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ModernaTX, Inc.
mRNA-1273-P201

Cohort 1 (Age >= 18 and age < 55);

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

Safety Set

Vaccination Group: mRNA-1273 100 ng

Page 36 of 72

(Extraction Date: 06NOV2020)

If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2081062 Day 1 Yes mRNA-1273 100 ug 2020-06-08 09:17 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-09 12:54 (32) RIGHT INTRAMUSCULAR
UsS2081063 Day 1 Yes mRNA-1273 100 ug 2020-06-08 08:24 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-08 09:55 (31) LEFT INTRAMUSCULAR
UsS2081064 Day 1 Yes mRNA-1273 100 ug 2020-06-08 11:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-09 09:56 (32) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201683
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 37 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
Us2011007 Day 1 Yes Placebo 2020-06-01 14:47 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-29 13:29 (29) LEFT INTRAMUSCULAR
UsS2011011 Day 1 Yes Placebo 2020-05-29 15:41 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-26 10:29 (29) LEFT INTRAMUSCULAR
USsS2011023 Day 1 Yes Placebo 2020-06-02 16:38 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 17:42 (31) LEFT INTRAMUSCULAR
US2011109 Day 1 Yes Placebo 2020-06-26 12:17 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 11:22 (29) LEFT INTRAMUSCULAR
UsS2011114 Day 1 Yes Placebo 2020-06-26 11:51 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 10:52 (29) LEFT INTRAMUSCULAR
US2011116 Day 1 Yes Placebo 2020-06-27 12:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 13:10 (31) LEFT INTRAMUSCULAR
USsS2011120 Day 1 Yes Placebo 2020-06-27 11:41 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 12:42 (31) LEFT INTRAMUSCULAR
UsS2011124 Day 1 Yes Placebo 2020-06-26 14:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 09:28 (29) LEFT INTRAMUSCULAR
US2011126 Day 1 Yes Placebo 2020-06-26 09:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 10:21 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201684
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 38 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2011130 Day 1 Yes Placebo 2020-06-26 15:03 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 14:15 (29) RIGHT INTRAMUSCULAR
US2011131 Day 1 Yes Placebo 2020-06-26 16:00 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 15:05 (29) RIGHT INTRAMUSCULAR
UsS2011142 Day 1 Yes Placebo 2020-06-29 12:21 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 15:42 (29) RIGHT INTRAMUSCULAR
UsS2011145 Day 1 Yes Placebo 2020-06-26 13:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 11:51 (29) LEFT INTRAMUSCULAR
US2011152 Day 1 Yes Placebo 2020-06-29 11:47 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 12:16 (29) LEFT INTRAMUSCULAR
US2011155 Day 1 Yes Placebo 2020-06-30 15:01 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-28 14:30 (29) LEFT INTRAMUSCULAR
UsS2011156 Day 1 Yes Placebo 2020-06-30 13:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-28 10:06 (29) RIGHT INTRAMUSCULAR
UsS2011157 Day 1 Yes Placebo 2020-06-30 17:36 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-28 17:34 (29) LEFT INTRAMUSCULAR
US2021015 Day 1 Yes Placebo 2020-05-29 10:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-26 09:55 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201685
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 39 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2021021 Day 1 Yes Placebo 2020-05-29 11:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-26 10:04 (29) LEFT INTRAMUSCULAR
USsS2021022 Day 1 Yes Placebo 2020-06-01 13:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 11:51 (36) LEFT INTRAMUSCULAR
USsS2021043 Day 1 Yes Placebo 2020-06-01 16:21 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 10:50 (32) LEFT INTRAMUSCULAR
US2021130 Day 1 Yes Placebo 2020-06-26 10:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-29 11:35 (34) LEFT INTRAMUSCULAR
UsS2021185 Day 1 Yes Placebo 2020-06-26 14:07 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-31 16:32 (36) RIGHT INTRAMUSCULAR
UsS2021189 Day 1 Yes Placebo 2020-06-26 10:59 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 12:19 (32) RIGHT INTRAMUSCULAR
USsS2021196 Day 1 Yes Placebo 2020-07-02 11:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-03 14:14 (33) LEFT INTRAMUSCULAR
UsS2021198 Day 1 Yes Placebo 2020-06-29 10:56 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-04 10:33 (37) LEFT INTRAMUSCULAR
US2021206 Day 1 Yes Placebo 2020-07-02 12:16 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-04 10:47 (34) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201686
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 40 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2021207 Day 1 Yes Placebo 2020-06-26 16:00 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-06 11:18 (42) LEFT INTRAMUSCULAR
UsS2021219 Day 1 Yes Placebo 2020-06-30 10:42 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-31 12:19 (32) LEFT INTRAMUSCULAR
UsS2021222 Day 1 Yes Placebo 2020-07-02 15:07 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-31 12:30 (30) LEFT INTRAMUSCULAR
UsS2031085 Day 1 Yes Placebo 2020-06-26 09:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-29 09:35 (34) LEFT INTRAMUSCULAR
UsS2031089 Day 1 Yes Placebo 2020-06-26 10:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-29 10:16 (34) LEFT INTRAMUSCULAR
UsS2031092 Day 1 Yes Placebo 2020-06-30 12:06 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-29 11:29 (30) LEFT INTRAMUSCULAR
US2031095 Day 1 Yes Placebo 2020-06-29 09:01 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 10:10 (29) LEFT INTRAMUSCULAR
UsS2031098 Day 1 Yes Placebo 2020-06-29 12:51 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-29 12:10 (31) RIGHT INTRAMUSCULAR
US2031100 Day 1 Yes Placebo 2020-07-01 15:44 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-03 16:34 (34) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201687
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 41 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2031102 Day 1 Yes Placebo 2020-07-02 17:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-03 17:52 (33) LEFT INTRAMUSCULAR
US2031103 Day 1 Yes Placebo 2020-06-29 13:09 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-30 17:12 (32) LEFT INTRAMUSCULAR
US2031110 Day 1 Yes Placebo 2020-06-26 13:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-28 12:00 (33) LEFT INTRAMUSCULAR
UsS2031116 Day 1 Yes Placebo 2020-06-29 08:45 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-30 11:14 (32) RIGHT INTRAMUSCULAR
UsS2031124 Day 1 Yes Placebo 2020-06-29 17:01 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-29 17:59 (31) RIGHT INTRAMUSCULAR
UsS2031125 Day 1 Yes Placebo 2020-06-26 11:23 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-28 11:01 (33) LEFT INTRAMUSCULAR
US2031129 Day 1 Yes Placebo 2020-07-01 14:02 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-30 15:19 (30) LEFT INTRAMUSCULAR
US2031131 Day 1 Yes Placebo 2020-07-02 15:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-31 12:07 (30) LEFT INTRAMUSCULAR
UsS2041102 Day 1 Yes Placebo 2020-06-26 08:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 13:07 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201688
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 42 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2041114 Day 1 Yes Placebo 2020-06-26 15:39 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-03 11:51 (39) LEFT INTRAMUSCULAR
US2041115 Day 1 Yes Placebo 2020-07-01 13:21 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-04 11:52 (35) LEFT INTRAMUSCULAR
UsS2041121 Day 1 Yes Placebo 2020-07-01 15:29 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-31 10:40 (31) LEFT INTRAMUSCULAR
UsS2041132 Day 1 Yes Placebo 2020-06-26 08:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 11:52 (32) LEFT INTRAMUSCULAR
UsS2041142 Day 1 Yes Placebo 2020-07-02 15:57 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-31 11:50 (30) LEFT INTRAMUSCULAR
US2041146 Day 1 Yes Placebo 2020-07-02 17:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-31 08:42 (30) LEFT INTRAMUSCULAR
US2041151 Day 1 Yes Placebo 2020-07-06 14:56 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-04 11:21 (30) RIGHT INTRAMUSCULAR
US2041152 Day 1 Yes Placebo 2020-07-07 15:20 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-04 11:00 (29) LEFT INTRAMUSCULAR
US2041166 Day 1 Yes Placebo 2020-07-06 14:12 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-03 08:41 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201689
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 43 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2051055 Day 1 Yes Placebo 2020-06-26 09:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-30 09:30 (35) LEFT INTRAMUSCULAR
US2051063 Day 1 Yes Placebo 2020-06-30 14:27 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-28 10:41 (29) RIGHT INTRAMUSCULAR
UsS2051072 Day 1 Yes Placebo 2020-07-06 16:17 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-03 09:49 (29) LEFT INTRAMUSCULAR
UsS2051073 Day 1 Yes Placebo 2020-07-06 13:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-05 12:08 (31) LEFT INTRAMUSCULAR
UsS2051086 Day 1 Yes Placebo 2020-07-06 15:06 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-04 12:07 (30) LEFT INTRAMUSCULAR
Us2051087 Day 1 Yes Placebo 2020-07-06 10:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-04 09:23 (30) LEFT INTRAMUSCULAR
Us2051089 Day 1 Yes Placebo 2020-07-02 12:33 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-30 10:48 (29) LEFT INTRAMUSCULAR
UsS2051098 Day 1 Yes Placebo 2020-07-06 14:19 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-05 10:09 (31) LEFT INTRAMUSCULAR
UsS2051112 Day 1 Yes Placebo 2020-07-06 11:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-03 12:40 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201690
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 44 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2061035 Day 1 Yes Placebo 2020-06-26 12:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-20 10:12 (25) LEFT INTRAMUSCULAR
US2061043 Day 1 Yes Placebo 2020-06-29 15:19 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 14:46 (29) LEFT INTRAMUSCULAR
US2061046 Day 1 Yes Placebo 2020-06-29 15:12 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 09:28 (29) LEFT INTRAMUSCULAR
UsS2061051 Day 1 Yes Placebo 2020-06-30 11:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-30 16:18 (31) LEFT INTRAMUSCULAR
US2061055 Day 1 Yes Placebo 2020-06-30 09:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-28 09:21 (29) LEFT INTRAMUSCULAR
UsS2071005 Day 1 Yes Placebo 2020-06-02 17:17 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 14:46 (35) LEFT INTRAMUSCULAR
UsS2071041 Day 1 Yes Placebo 2020-06-02 09:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-02 08:44 (31) LEFT INTRAMUSCULAR
UsS2071084 Day 1 Yes Placebo 2020-06-26 10:16 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 11:09 (32) LEFT INTRAMUSCULAR
UsS2071085 Day 1 Yes Placebo 2020-06-26 14:43 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-28 14:11 (33) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201691
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 45 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2071086 Day 1 Yes Placebo 2020-06-26 12:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-29 10:39 (34) LEFT INTRAMUSCULAR
Us2071088 Day 1 Yes Placebo 2020-06-26 14:09 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-27 12:07 (32) RIGHT INTRAMUSCULAR
UsS2071092 Day 1 Yes Placebo 2020-06-26 11:12 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-21 10:18 (26) LEFT INTRAMUSCULAR
UsS2071094 Day 1 Yes Placebo 2020-07-06 09:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-04 12:54 (30) LEFT INTRAMUSCULAR
UsS2071098 Day 1 Yes Placebo 2020-07-01 10:35 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-05 16:15 (36) RIGHT INTRAMUSCULAR
UsS2071100 Day 1 Yes Placebo 2020-07-06 16:05 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-04 10:47 (30) RIGHT INTRAMUSCULAR
UsS2071102 Day 1 Yes Placebo 2020-06-29 13:04 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-28 14:14 (30) LEFT INTRAMUSCULAR
UsS2071103 Day 1 Yes Placebo 2020-07-02 15:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-06 10:00 (36) LEFT INTRAMUSCULAR
UsS2071105 Day 1 Yes Placebo 2020-07-06 13:05 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-10 11:35 (36) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201692
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 46 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
Us2081004 Day 1 Yes Placebo 2020-05-29 14:09 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-29 12:06 (32) LEFT INTRAMUSCULAR
Us2081005 Day 1 Yes Placebo 2020-06-01 10:31 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 14:09 (31) LEFT INTRAMUSCULAR
Us2081007 Day 1 Yes Placebo 2020-06-01 08:01 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-06-30 15:26 (30) LEFT INTRAMUSCULAR
UsS2081015 Day 1 Yes Placebo 2020-06-01 14:20 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-01 09:40 (31) LEFT INTRAMUSCULAR
Us2081017 Day 1 Yes Placebo 2020-06-02 08:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 15:40 (35) LEFT INTRAMUSCULAR
Us2081029 Day 1 Yes Placebo 2020-06-02 14:18 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-07 11:52 (36) LEFT INTRAMUSCULAR
Us2081030 Day 1 Yes Placebo 2020-06-02 12:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-06 09:23 (35) LEFT INTRAMUSCULAR
UsS2081065 Day 1 Yes Placebo 2020-06-26 08:31 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 07:46 (29) LEFT INTRAMUSCULAR
US2081066 Day 1 Yes Placebo 2020-06-26 12:07 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 09:29 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201693
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.5.1

Primary Analysis

Study Vaccine Administration

(Extraction Date:

Page 47 of 72
06NOV2020)

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
Us2081073 Day 1 Yes Placebo 2020-06-26 09:57 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-24 11:57 (29) LEFT INTRAMUSCULAR
Us2081077 Day 1 Yes Placebo 2020-06-30 14:24 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-03 11:54 (35) LEFT INTRAMUSCULAR
Us2081080 Day 1 Yes Placebo 2020-07-01 11:49 (1) RIGHT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-31 09:50 (31) RIGHT INTRAMUSCULAR
Us2081087 Day 1 Yes Placebo 2020-06-30 07:46 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-29 07:46 (30) LEFT INTRAMUSCULAR
Us2081097 Day 1 Yes Placebo 2020-07-01 08:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-07-31 09:40 (31) LEFT INTRAMUSCULAR
Us2081103 Day 1 Yes Placebo 2020-07-02 08:04 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-06 12:24 (36) LEFT INTRAMUSCULAR
Us2081104 Day 1 Yes Placebo 2020-07-02 08:16 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-06 12:04 (306) LEFT INTRAMUSCULAR
UsS2081113 Day 1 Yes Placebo 2020-07-08 08:52 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-10 10:01 (34) LEFT INTRAMUSCULAR
UsS2081119 Day 1 Yes Placebo 2020-07-06 07:58 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-11 07:48 (37) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201694
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ModernaTX, Inc.

Page 48 of 72
mRNA-1273-P201

Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.1

Study Vaccine Administration

Safety Set
Cohort 2 (Age >= 55); Vaccination Group: Placebo
If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2081125 Day 1 Yes Placebo 2020-07-02 15:29 (1) LEFT INTRAMUSCULAR
Day 29 Yes Placebo 2020-08-03 13:49 (33) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 49 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2011012 Day 1 Yes mRNA-1273 50 ug 2020-06-01 14:06 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 15:28 (30) LEFT INTRAMUSCULAR
UsS2011014 Day 1 Yes mRNA-1273 50 ug 2020-06-01 12:57 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 08:38 (29) LEFT INTRAMUSCULAR
UsS2011032 Day 1 Yes mRNA-1273 50 ug 2020-06-02 13:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-01 13:04 (30) LEFT INTRAMUSCULAR
US2011040 Day 1 Yes mRNA-1273 50 ug 2020-06-01 15:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 10:51 (29) RIGHT INTRAMUSCULAR
Us2011117 Day 1 Yes mRNA-1273 50 ug 2020-06-26 14:31 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 09:54 (29) LEFT INTRAMUSCULAR
US2011123 Day 1 Yes mRNA-1273 50 ug 2020-06-26 16:56 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 16:13 (29) RIGHT INTRAMUSCULAR
Us2011125 Day 1 Yes mRNA-1273 50 ug 2020-07-02 17:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 15:10 (28) LEFT INTRAMUSCULAR
Us2011127 Day 1 Yes mRNA-1273 50 ug 2020-06-26 15:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 13:08 (29) LEFT INTRAMUSCULAR
UsS2011137 Day 1 Yes mRNA-1273 50 ug 2020-06-26 09:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 09:00 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201696
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 50 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2011138 Day 1 Yes mRNA-1273 50 ug 2020-06-27 11:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 09:48 (31) LEFT INTRAMUSCULAR
US2011153 Day 1 Yes mRNA-1273 50 ug 2020-06-29 14:33 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 14:24 (29) LEFT INTRAMUSCULAR
Us2021004 Day 1 Yes mRNA-1273 50 ug 2020-05-29 11:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-26 09:45 (29) LEFT INTRAMUSCULAR
UsS2021012 Day 1 Yes mRNA-1273 50 ug 2020-06-01 10:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 10:18 (29) LEFT INTRAMUSCULAR
UsS2021018 Day 1 Yes mRNA-1273 50 ug 2020-05-29 13:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-13 14:02 (46) LEFT INTRAMUSCULAR
UsS2021019 Day 1 Yes mRNA-1273 50 ug 2020-05-29 15:05 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-02 16:34 (35) LEFT INTRAMUSCULAR
Us2021020 Day 1 Yes mRNA-1273 50 ug 2020-06-01 12:25 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-30 11:09 (30) LEFT INTRAMUSCULAR
US2021045 Day 1 Yes mRNA-1273 50 ug 2020-06-01 17:58 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 15:10 (29) LEFT INTRAMUSCULAR
Us2021047 Day 1 Yes mRNA-1273 50 ug 2020-06-01 17:48 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 14:07 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201697
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 51 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2021133 Day 1 Yes mRNA-1273 50 ug 2020-06-26 12:23 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 12:43 (34) LEFT INTRAMUSCULAR
Us2021190 Day 1 Yes mRNA-1273 50 ug 2020-06-26 14:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 15:00 (34) LEFT INTRAMUSCULAR
UsS2021192 Day 1 Yes mRNA-1273 50 ug 2020-06-26 09:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 10:22 (32) LEFT INTRAMUSCULAR
US2021205 Day 1 Yes mRNA-1273 50 ug 2020-06-26 15:09 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-31 09:34 (36) LEFT INTRAMUSCULAR
Us2021216 Day 1 Yes mRNA-1273 50 ug 2020-07-02 10:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-03 14:09 (33) LEFT INTRAMUSCULAR
UsS2021217 Day 1 Yes mRNA-1273 50 ug 2020-06-29 12:29 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 13:15 (31) LEFT INTRAMUSCULAR
Us2021220 Day 1 Yes mRNA-1273 50 ug 2020-06-29 12:06 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 14:15 (31) LEFT INTRAMUSCULAR
UsS2021226 Day 1 Yes mRNA-1273 50 ug 2020-07-06 14:24 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-04 10:19 (30) RIGHT INTRAMUSCULAR
US2031086 Day 1 Yes mRNA-1273 50 ug 2020-06-26 08:44 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 12:09 (32) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 52 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2031096 Day 1 Yes mRNA-1273 50 ug 2020-06-26 10:48 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 12:28 (32) LEFT INTRAMUSCULAR
Us2031097 Day 1 Yes mRNA-1273 50 ug 2020-06-30 12:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-03 16:14 (35) LEFT INTRAMUSCULAR
UsS2031104 Day 1 Yes mRNA-1273 50 ug 2020-06-26 08:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-31 13:14 (36) LEFT INTRAMUSCULAR
US2031105 Day 1 Yes mRNA-1273 50 ug 2020-06-26 09:19 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-28 09:23 (33) LEFT INTRAMUSCULAR
US2031106 Day 1 Yes mRNA-1273 50 ug 2020-06-26 12:46 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 17:16 (34) LEFT INTRAMUSCULAR
US2031107 Day 1 Yes mRNA-1273 50 ug 2020-06-29 08:39 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 12:44 (29) LEFT INTRAMUSCULAR
Us2031108 Day 1 Yes mRNA-1273 50 ug 2020-07-06 14:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-03 10:36 (29) LEFT INTRAMUSCULAR
UsS2031109 Day 1 Yes mRNA-1273 50 ug 2020-06-26 13:44 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 11:13 (32) LEFT INTRAMUSCULAR
UsS2031114 Day 1 Yes mRNA-1273 50 ug 2020-07-01 13:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 09:20 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 53 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2031121 Day 1 Yes mRNA-1273 50 ug 2020-06-30 14:02 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-28 14:10 (29) LEFT INTRAMUSCULAR
Us2031128 Day 1 Yes mRNA-1273 50 ug 2020-07-01 14:30 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 13:38 (29) RIGHT INTRAMUSCULAR
UsS2041094 Day 1 Yes mRNA-1273 50 ug 2020-06-26 13:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 14:10 (29) LEFT INTRAMUSCULAR
UsS2041100 Day 1 Yes mRNA-1273 50 ug 2020-06-29 08:23 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-28 08:06 (30) RIGHT INTRAMUSCULAR
US2041103 Day 1 Yes mRNA-1273 50 ug 2020-06-26 11:33 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 11:46 (29) LEFT INTRAMUSCULAR
UsS2041104 Day 1 Yes mRNA-1273 50 ug 2020-06-26 11:47 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 12:10 (29) LEFT INTRAMUSCULAR
UsS2041106 Day 1 Yes mRNA-1273 50 ug 2020-06-26 16:00 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-28 11:17 (33) LEFT INTRAMUSCULAR
Us2041109 Day 1 Yes mRNA-1273 50 ug 2020-06-26 11:06 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 11:44 (32) LEFT INTRAMUSCULAR
UsS2041111 Day 1 Yes mRNA-1273 50 ug 2020-06-29 12:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 14:21 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201700
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 54 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2041113 Day 1 Yes mRNA-1273 50 ug 2020-06-30 10:38 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-28 14:17 (29) LEFT INTRAMUSCULAR
UsS2041118 Day 1 Yes mRNA-1273 50 ug 2020-06-29 16:42 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-28 13:51 (30) LEFT INTRAMUSCULAR
UsS2041119 Day 1 Yes mRNA-1273 50 ug 2020-07-06 13:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-04 10:05 (30) LEFT INTRAMUSCULAR
Us2041127 Day 1 Yes mRNA-1273 50 ug 2020-06-26 12:19 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 12:24 (29) LEFT INTRAMUSCULAR
US2041130 Day 1 Yes mRNA-1273 50 ug 2020-06-26 15:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 11:25 (29) LEFT INTRAMUSCULAR
US2041139 Day 1 Yes mRNA-1273 50 ug 2020-06-29 14:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-28 11:45 (30) LEFT INTRAMUSCULAR
UsS2041145 Day 1 Yes mRNA-1273 50 ug 2020-07-02 16:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-31 09:20 (30) LEFT INTRAMUSCULAR
UsS2041150 Day 1 Yes mRNA-1273 50 ug 2020-07-01 11:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-03 10:00 (34) LEFT INTRAMUSCULAR
US2041155 Day 1 Yes mRNA-1273 50 ug 2020-07-06 15:33 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-03 14:15 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201701
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 55 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2051057 Day 1 Yes mRNA-1273 50 ug 2020-06-26 09:36 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 09:00 (29) LEFT INTRAMUSCULAR
UsS2051059 Day 1 Yes mRNA-1273 50 ug 2020-06-26 14:33 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 13:25 (32) LEFT INTRAMUSCULAR
UsS2051060 Day 1 Yes mRNA-1273 50 ug 2020-06-26 10:16 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-28 10:03 (33) LEFT INTRAMUSCULAR
US2051066 Day 1 Yes mRNA-1273 50 ug 2020-06-29 10:19 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 10:16 (29) LEFT INTRAMUSCULAR
UsS2051068 Day 1 Yes mRNA-1273 50 ug 2020-06-30 13:48 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-28 13:08 (29) LEFT INTRAMUSCULAR
UsS2051071 Day 1 Yes mRNA-1273 50 ug 2020-06-29 13:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 14:29 (29) LEFT INTRAMUSCULAR
Us2051078 Day 1 Yes mRNA-1273 50 ug 2020-06-30 15:16 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 09:13 (30) LEFT INTRAMUSCULAR
Us2051081 Day 1 Yes mRNA-1273 50 ug 2020-06-29 12:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-27 10:13 (29) LEFT INTRAMUSCULAR
UsS2051092 Day 1 Yes mRNA-1273 50 ug 2020-07-07 12:08 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-06 10:22 (31) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201702
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 56 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2051093 Day 1 Yes mRNA-1273 50 ug 2020-07-06 09:42 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-04 10:45 (30) LEFT INTRAMUSCULAR
UsS2051094 Day 1 Yes mRNA-1273 50 ug 2020-07-07 11:41 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-04 11:43 (29) LEFT INTRAMUSCULAR
UsS2051095 Day 1 Yes mRNA-1273 50 ug 2020-07-02 12:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-30 12:22 (29) LEFT INTRAMUSCULAR
UsS2051096 Day 1 Yes mRNA-1273 50 ug 2020-07-06 10:12 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-03 10:12 (29) LEFT INTRAMUSCULAR
US2051099 Day 1 Yes mRNA-1273 50 ug 2020-07-06 13:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-03 11:20 (29) LEFT INTRAMUSCULAR
US2051100 Day 1 Yes mRNA-1273 50 ug 2020-07-02 11:43 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-04 12:31 (34) LEFT INTRAMUSCULAR
UsS2051103 Day 1 Yes mRNA-1273 50 ug 2020-07-02 15:41 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-30 09:09 (29) LEFT INTRAMUSCULAR
US2051105 Day 1 Yes mRNA-1273 50 ug 2020-07-02 14:51 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-31 10:27 (30) LEFT INTRAMUSCULAR
UsS2051107 Day 1 Yes mRNA-1273 50 ug 2020-07-02 14:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-31 10:21 (30) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201703
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 57 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2051109 Day 1 Yes mRNA-1273 50 ug 2020-07-06 15:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-04 13:07 (30) LEFT INTRAMUSCULAR
UsS2061037 Day 1 Yes mRNA-1273 50 ug 2020-06-26 09:48 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 09:28 (34) LEFT INTRAMUSCULAR
US2061053 Day 1 Yes mRNA-1273 50 ug 2020-07-01 10:29 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 12:18 (29) RIGHT INTRAMUSCULAR
UsS2061057 Day 1 Yes mRNA-1273 50 ug 2020-07-01 14:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 12:15 (29) LEFT INTRAMUSCULAR
US2061064 Day 1 Yes mRNA-1273 50 ug 2020-06-30 16:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-28 14:57 (29) LEFT INTRAMUSCULAR
US2061068 Day 1 Yes mRNA-1273 50 ug 2020-06-30 09:48 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-31 09:57 (32) LEFT INTRAMUSCULAR
Us2071007 Day 1 Yes mRNA-1273 50 ug 2020-06-02 11:33 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-07 10:42 (36) LEFT INTRAMUSCULAR
UsS2071024 Day 1 Yes mRNA-1273 50 ug 2020-06-03 14:57 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-06 10:07 (34) LEFT INTRAMUSCULAR
UsS2071025 Day 1 Yes mRNA-1273 50 ug 2020-06-03 11:56 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-08 11:01 (36) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201704
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 58 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2071083 Day 1 Yes mRNA-1273 50 ug 2020-06-26 10:30 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-21 09:42 (26) LEFT INTRAMUSCULAR
Us2071090 Day 1 Yes mRNA-1273 50 ug 2020-06-29 14:11 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 15:17 (31) RIGHT INTRAMUSCULAR
Us2071099 Day 1 Yes mRNA-1273 50 ug 2020-07-07 13:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-04 15:12 (29) RIGHT INTRAMUSCULAR
Us2071101 Day 1 Yes mRNA-1273 50 ug 2020-06-29 16:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-03 14:53 (36) LEFT INTRAMUSCULAR
UsS2071104 Day 1 Yes mRNA-1273 50 ug 2020-07-06 13:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-10 10:46 (36) LEFT INTRAMUSCULAR
US2071106 Day 1 Yes mRNA-1273 50 ug 2020-07-06 16:51 (1) LEFT INTRAMUSCULAR
Us2081003 Day 1 Yes mRNA-1273 50 ug 2020-05-29 14:31 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 09:42 (32) RIGHT INTRAMUSCULAR
Us2081009 Day 1 Yes mRNA-1273 50 ug 2020-06-01 10:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-02 13:24 (32) LEFT INTRAMUSCULAR
Us2081020 Day 1 Yes mRNA-1273 50 ug 2020-06-02 10:31 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-06-29 11:58 (28) RIGHT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

(Extraction Date:

Page 59 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
Us2081070 Day 1 Yes mRNA-1273 50 ug 2020-06-26 11:54 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-24 14:01 (29) LEFT INTRAMUSCULAR
Us2081071 Day 1 Yes mRNA-1273 50 ug 2020-06-30 12:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-29 11:55 (30) LEFT INTRAMUSCULAR
Us2081085 Day 1 Yes mRNA-1273 50 ug 2020-07-03 13:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-11 08:58 (40) LEFT INTRAMUSCULAR
Us2081090 Day 1 Yes mRNA-1273 50 ug 2020-07-01 08:03 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-03 08:13 (34) LEFT INTRAMUSCULAR
Us2081092 Day 1 Yes mRNA-1273 50 ug 2020-07-02 10:27 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-31 14:10 (30) LEFT INTRAMUSCULAR
UsS2081100 Day 1 Yes mRNA-1273 50 ug 2020-07-02 13:51 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-03 10:06 (33) LEFT INTRAMUSCULAR
Us2081110 Day 1 Yes mRNA-1273 50 ug 2020-07-03 09:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-31 11:50 (29) LEFT INTRAMUSCULAR
Us2081112 Day 1 Yes mRNA-1273 50 ug 2020-07-03 11:51 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-08-11 10:11 (40) LEFT INTRAMUSCULAR
Us2081118 Day 1 Yes mRNA-1273 50 ug 2020-07-01 14:01 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 50 ug 2020-07-31 13:50 (31) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020501.sas 19NOV2020 01:29 Database Lock Date: 05NOV2020
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

Page 60 of 72
(Extraction Date: 06NOV2020)

If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2081123 Day 1 Yes mRNA-1273 50 ug 2020-06-30 12:18 (1) LEFT INTRAMUSCULAR
Day 29 No Physician

Decision, THE
VACCINE WAS
NOT GIVEN AS
THE PATIENT
HAD BEEN
RECENTLY
HOSPITALIZED
FOR COMMUNITY
ACQUIRED
PNEUMONIA AND
THE ISSUE HAD
NOT RESOLVED.

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 61 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2011004 Day 1 Yes mRNA-1273 100 ug 2020-06-01 13:36 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 11:18 (29) RIGHT INTRAMUSCULAR
Us2011009 Day 1 Yes mRNA-1273 100 ug 2020-06-01 16:15 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 16:20 (29) LEFT INTRAMUSCULAR
UsS2011028 Day 1 Yes mRNA-1273 100 ug 2020-06-01 11:11 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 09:06 (29) LEFT INTRAMUSCULAR
UsS2011113 Day 1 Yes mRNA-1273 100 ug 2020-07-02 11:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-30 12:31 (29) LEFT INTRAMUSCULAR
Us2011118 Day 1 Yes mRNA-1273 100 ug 2020-06-26 16:27 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-24 08:40 (29) LEFT INTRAMUSCULAR
UsS2011121 Day 1 Yes mRNA-1273 100 ug 2020-07-02 15:58 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-30 15:05 (29) RIGHT INTRAMUSCULAR
Us2011122 Day 1 Yes mRNA-1273 100 ug 2020-06-26 08:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-24 08:12 (29) LEFT INTRAMUSCULAR
Us2011128 Day 1 Yes mRNA-1273 100 ug 2020-06-30 11:11 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 11:17 (30) LEFT INTRAMUSCULAR
US2011139 Day 1 Yes mRNA-1273 100 ug 2020-06-26 12:46 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-24 12:30 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 62 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2011149 Day 1 Yes mRNA-1273 100 ug 2020-06-29 12:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 15:17 (29) LEFT INTRAMUSCULAR
US2011159 Day 1 Yes mRNA-1273 100 ug 2020-07-02 12:51 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-30 13:03 (29) LEFT INTRAMUSCULAR
UsS2011162 Day 1 Yes mRNA-1273 100 ug 2020-07-06 16:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 17:00 (29) LEFT INTRAMUSCULAR
UsS2021003 Day 1 Yes mRNA-1273 100 ug 2020-05-29 16:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 08:59 (33) LEFT INTRAMUSCULAR
UsS2021007 Day 1 Yes mRNA-1273 100 ug 2020-06-01 12:55 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 09:52 (29) LEFT INTRAMUSCULAR
US2021011 Day 1 Yes mRNA-1273 100 ug 2020-05-29 15:35 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-26 10:49 (29) LEFT INTRAMUSCULAR
UsS2021031 Day 1 Yes mRNA-1273 100 ug 2020-06-01 16:32 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 13:57 (29) RIGHT INTRAMUSCULAR
Us2021114 Day 1 Yes mRNA-1273 100 ug 2020-06-26 09:31 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 10:15 (34) LEFT INTRAMUSCULAR
US2021115 Day 1 Yes mRNA-1273 100 ug 2020-06-26 10:24 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-31 11:50 (36) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 63 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2021186 Day 1 Yes mRNA-1273 100 ug 2020-06-26 11:14 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 09:18 (32) LEFT INTRAMUSCULAR
Us2021208 Day 1 Yes mRNA-1273 100 ug 2020-07-01 15:52 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 16:20 (29) RIGHT INTRAMUSCULAR
Us2021211 Day 1 Yes mRNA-1273 100 ug 2020-07-02 15:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-31 10:25 (30) LEFT INTRAMUSCULAR
Us2021214 Day 1 Yes mRNA-1273 100 ug 2020-06-26 15:27 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-24 15:43 (29) LEFT INTRAMUSCULAR
UsS2021215 Day 1 Yes mRNA-1273 100 ug 2020-06-29 12:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 15:53 (36) LEFT INTRAMUSCULAR
UsS2021218 Day 1 Yes mRNA-1273 100 ug 2020-06-30 11:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-31 17:20 (32) LEFT INTRAMUSCULAR
Us2021230 Day 1 Yes mRNA-1273 100 ug 2020-07-06 15:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 11:55 (29) LEFT INTRAMUSCULAR
UsS2021232 Day 1 Yes mRNA-1273 100 ug 2020-07-06 14:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-06 10:56 (32) LEFT INTRAMUSCULAR
US2021234 Day 1 Yes mRNA-1273 100 ug 2020-07-07 12:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-04 11:23 (29) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 64 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2031091 Day 1 Yes mRNA-1273 100 ug 2020-06-26 11:02 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 10:29 (32) LEFT INTRAMUSCULAR
UsS2031093 Day 1 Yes mRNA-1273 100 ug 2020-07-01 16:38 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-31 11:36 (31) LEFT INTRAMUSCULAR
UsS2031101 Day 1 Yes mRNA-1273 100 ug 2020-06-29 12:58 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 17:15 (36) LEFT INTRAMUSCULAR
UsS2031111 Day 1 Yes mRNA-1273 100 ug 2020-06-26 13:12 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 11:55 (32) LEFT INTRAMUSCULAR
UsS2031112 Day 1 Yes mRNA-1273 100 ug 2020-06-26 10:29 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 09:46 (32) LEFT INTRAMUSCULAR
US2031122 Day 1 Yes mRNA-1273 100 ug 2020-06-29 13:34 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 16:21 (31) LEFT INTRAMUSCULAR
UsS2041096 Day 1 Yes mRNA-1273 100 ug 2020-06-29 08:06 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 08:32 (30) LEFT INTRAMUSCULAR
Us2041107 Day 1 Yes mRNA-1273 100 ug 2020-06-26 16:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 11:12 (32) LEFT INTRAMUSCULAR
UsS2041108 Day 1 Yes mRNA-1273 100 ug 2020-06-26 09:30 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 16:10 (32) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 65 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2041112 Day 1 Yes mRNA-1273 100 ug 2020-06-26 13:02 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 16:05 (33) LEFT INTRAMUSCULAR
Us2041117 Day 1 Yes mRNA-1273 100 ug 2020-06-26 15:09 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 16:11 (33) LEFT INTRAMUSCULAR
Us2041120 Day 1 Yes mRNA-1273 100 ug 2020-06-30 14:26 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 09:40 (29) LEFT INTRAMUSCULAR
UsS2041122 Day 1 Yes mRNA-1273 100 ug 2020-06-29 09:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 14:07 (29) LEFT INTRAMUSCULAR
UsS2041123 Day 1 Yes mRNA-1273 100 ug 2020-06-26 09:22 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-24 11:01 (29) LEFT INTRAMUSCULAR
US2041125 Day 1 Yes mRNA-1273 100 ug 2020-06-29 15:36 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 16:39 (30) LEFT INTRAMUSCULAR
Us2041126 Day 1 Yes mRNA-1273 100 ug 2020-06-26 12:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 11:11 (33) LEFT INTRAMUSCULAR
UsS2041131 Day 1 Yes mRNA-1273 100 ug 2020-06-29 14:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-10 10:11 (43) LEFT INTRAMUSCULAR
US2041136 Day 1 Yes mRNA-1273 100 ug 2020-07-01 11:54 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 15:19 (34) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 66 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
US2041138 Day 1 Yes mRNA-1273 100 ug 2020-06-26 14:37 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-24 11:33 (29) LEFT INTRAMUSCULAR
UsS2041144 Day 1 Yes mRNA-1273 100 ug 2020-06-26 14:31 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 12:05 (33) LEFT INTRAMUSCULAR
Us2041149 Day 1 Yes mRNA-1273 100 ug 2020-07-06 15:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 12:40 (29) LEFT INTRAMUSCULAR
UsS2051054 Day 1 Yes mRNA-1273 100 ug 2020-06-26 11:13 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-24 10:55 (29) LEFT INTRAMUSCULAR
Us2051064 Day 1 Yes mRNA-1273 100 ug 2020-07-01 09:58 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 10:13 (29) LEFT INTRAMUSCULAR
US2051069 Day 1 Yes mRNA-1273 100 ug 2020-06-26 13:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 09:17 (33) LEFT INTRAMUSCULAR
Us2051070 Day 1 Yes mRNA-1273 100 ug 2020-07-01 09:56 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 09:23 (34) LEFT INTRAMUSCULAR
Us2051074 Day 1 Yes mRNA-1273 100 ug 2020-06-30 10:27 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 10:39 (29) LEFT INTRAMUSCULAR
Us2051075 Day 1 Yes mRNA-1273 100 ug 2020-06-30 15:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 13:26 (30) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 67 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2051077 Day 1 Yes mRNA-1273 100 ug 2020-06-30 11:23 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 14:24 (30) LEFT INTRAMUSCULAR
Us2051084 Day 1 Yes mRNA-1273 100 ug 2020-07-01 12:08 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 15:15 (29) LEFT INTRAMUSCULAR
Us2051085 Day 1 Yes mRNA-1273 100 ug 2020-07-02 11:41 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-30 10:24 (29) RIGHT INTRAMUSCULAR
Us2051088 Day 1 Yes mRNA-1273 100 ug 2020-06-30 13:28 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 10:05 (29) LEFT INTRAMUSCULAR
UsS2051097 Day 1 Yes mRNA-1273 100 ug 2020-07-06 10:10 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 10:33 (29) LEFT INTRAMUSCULAR
US2051101 Day 1 Yes mRNA-1273 100 ug 2020-07-06 09:39 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-10 09:19 (36) LEFT INTRAMUSCULAR
UsS2051102 Day 1 Yes mRNA-1273 100 ug 2020-07-06 15:54 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 09:25 (29) LEFT INTRAMUSCULAR
UsS2051104 Day 1 Yes mRNA-1273 100 ug 2020-07-07 12:55 (1) LEFT INTRAMUSCULAR
Us2051106 Day 1 Yes mRNA-1273 100 ug 2020-07-06 11:11 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-04 11:15 (30) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 68 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2051108 Day 1 Yes mRNA-1273 100 ug 2020-07-06 14:41 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-10 14:31 (36) LEFT INTRAMUSCULAR
UsS2051111 Day 1 Yes mRNA-1273 100 ug 2020-07-06 15:58 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-04 14:55 (30) RIGHT INTRAMUSCULAR
UsS2061036 Day 1 Yes mRNA-1273 100 ug 2020-06-26 11:58 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 11:35 (32) LEFT INTRAMUSCULAR
US2061045 Day 1 Yes mRNA-1273 100 ug 2020-06-29 16:55 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 16:35 (29) LEFT INTRAMUSCULAR
US2061063 Day 1 Yes mRNA-1273 100 ug 2020-06-30 17:04 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 16:19 (29) LEFT INTRAMUSCULAR
UsS2071006 Day 1 Yes mRNA-1273 100 ug 2020-06-02 10:21 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 09:26 (30) LEFT INTRAMUSCULAR
Us2071013 Day 1 Yes mRNA-1273 100 ug 2020-06-02 14:30 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-09 15:04 (38) LEFT INTRAMUSCULAR
Us2071037 Day 1 Yes mRNA-1273 100 ug 2020-06-03 11:08 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-07 13:57 (35) RIGHT INTRAMUSCULAR
UsS2071043 Day 1 Yes mRNA-1273 100 ug 2020-06-03 13:06 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-06 12:01 (34) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 69 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2071082 Day 1 Yes mRNA-1273 100 ug 2020-06-26 15:40 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 10:00 (33) LEFT INTRAMUSCULAR
Us2071087 Day 1 Yes mRNA-1273 100 ug 2020-06-26 12:17 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-30 10:58 (35) LEFT INTRAMUSCULAR
Us2071089 Day 1 Yes mRNA-1273 100 ug 2020-06-26 09:40 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 16:32 (34) RIGHT INTRAMUSCULAR
UsS2071091 Day 1 Yes mRNA-1273 100 ug 2020-06-26 10:53 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-27 11:54 (32) LEFT INTRAMUSCULAR
Us2071093 Day 1 Yes mRNA-1273 100 ug 2020-06-29 10:32 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 10:24 (31) LEFT INTRAMUSCULAR
US2071095 Day 1 Yes mRNA-1273 100 ug 2020-06-29 11:04 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-28 10:41 (30) LEFT INTRAMUSCULAR
Us2071096 Day 1 Yes mRNA-1273 100 ug 2020-07-02 15:54 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-05 15:47 (35) LEFT INTRAMUSCULAR
Us2081001 Day 1 Yes mRNA-1273 100 ug 2020-05-29 11:00 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-24 08:24 (27) RIGHT INTRAMUSCULAR
Us2081002 Day 1 Yes mRNA-1273 100 ug 2020-05-29 10:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-25 09:07 (28) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 70 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2081014 Day 1 Yes mRNA-1273 100 ug 2020-06-01 14:08 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 10:15 (30) LEFT INTRAMUSCULAR
Us2081016 Day 1 Yes mRNA-1273 100 ug 2020-06-01 12:25 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-29 14:08 (29) LEFT INTRAMUSCULAR
Us2081019 Day 1 Yes mRNA-1273 100 ug 2020-06-02 10:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-06-30 10:37 (29) LEFT INTRAMUSCULAR
UsS2081035 Day 1 Yes mRNA-1273 100 ug 2020-06-02 12:52 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-01 12:01 (30) LEFT INTRAMUSCULAR
Us2081069 Day 1 Yes mRNA-1273 100 ug 2020-06-26 14:54 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-24 14:17 (29) LEFT INTRAMUSCULAR
Us2081072 Day 1 Yes mRNA-1273 100 ug 2020-06-26 09:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-24 11:44 (29) LEFT INTRAMUSCULAR
Us2081075 Day 1 Yes mRNA-1273 100 ug 2020-06-30 14:08 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 09:56 (30) LEFT INTRAMUSCULAR
Us2081076 Day 1 Yes mRNA-1273 100 ug 2020-07-01 10:00 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-05 14:22 (36) LEFT INTRAMUSCULAR
Us2081081 Day 1 Yes mRNA-1273 100 ug 2020-06-29 10:46 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 10:14 (31) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

mRNA-1273-P201 Primary Analysis

Listing 16.2.5.1
Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

(Extraction Date:

Page 71 of 72
06NOV2020)

If No,
Reason Not Arm

Vaccine Given/ Injection Date Time Vaccination Administration

Subject ID Visit Given Vaccination Received Specify (Day) Received Route
Us2081088 Day 1 Yes mRNA-1273 100 ug 2020-07-02 10:12 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 07:54 (33) RIGHT INTRAMUSCULAR
Us2081091 Day 1 Yes mRNA-1273 100 ug 2020-07-03 07:49 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 09:55 (32) LEFT INTRAMUSCULAR
Us2081093 Day 1 Yes mRNA-1273 100 ug 2020-07-02 11:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 12:11 (33) LEFT INTRAMUSCULAR
Us2081099 Day 1 Yes mRNA-1273 100 ug 2020-06-26 08:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 08:04 (34) LEFT INTRAMUSCULAR
Us2081108 Day 1 Yes mRNA-1273 100 ug 2020-07-03 09:21 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-31 12:08 (29) LEFT INTRAMUSCULAR
Us2081116 Day 1 Yes mRNA-1273 100 ug 2020-06-29 15:04 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 12:10 (31) LEFT INTRAMUSCULAR
Us2081117 Day 1 Yes mRNA-1273 100 ug 2020-07-06 13:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-11 15:30 (37) LEFT INTRAMUSCULAR
UsS2081120 Day 1 Yes mRNA-1273 100 ug 2020-07-01 15:45 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-07-29 14:00 (29) LEFT INTRAMUSCULAR
Us2081121 Day 1 Yes mRNA-1273 100 ug 2020-07-06 09:50 (1) LEFT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-10 12:59 (36) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

Page 72 of 72
mRNA-1273-P201

Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.1

Study Vaccine Administration
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

If No,
Reason Not Arm
Vaccine Given/ Injection Date Time Vaccination Administration
Subject ID Visit Given Vaccination Received Specify (Day) Received Route
UsS2081129 Day 1 Yes mRNA-1273 100 ug 2020-07-02 15:50 (1) RIGHT INTRAMUSCULAR
Day 29 Yes mRNA-1273 100 ug 2020-08-03 13:59 (33) LEFT INTRAMUSCULAR

Day is defined as study day from first injection date.
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ModernaTX, Inc.

Page 1 of 6
mRNA-1273-P201

Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.2

Study Vaccine Administration - Subjects with Dosing Error
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo

If No,
Vaccine Vaccination Reason Not Given/ Injection Date Time
Subject ID Planned Treatment Visit Given Received Specify (Day)
US2061024 mRNA-1273 100 ug Day 1 Yes Placebo 2020-06-03 16:47 (1)
Day 29 Yes Placebo 2020-07-02 16:16 (30)

Day is defined as study day from first injection date.

If a subject received any study vaccination injection that is at a non-protocol dose, the subject is assigned to a protocol
dose (placebo if received placebo, mRNA-1273 vaccine 50 pg if the received dose > 0 pg and <= 75 ug,

or mRNA-1273 vaccine
100 pg if the received dose > 75 pg) for that injection for safety analysis.
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ModernaTX, Inc. Page 2 of 6

mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.2
Study Vaccine Administration - Subjects with Dosing Error
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 50 ug

If No,
Vaccine Vaccination Reason Not Given/ Injection Date Time
Subject ID Planned Treatment Visit Given Received Specify (Day)

There are no observations for this section.

Day is defined as study day from first injection date.
If a subject received any study vaccination injection that is at a non-protocol dose, the subject is assigned to a protocol
dose (placebo if received placebo, mRNA-1273 vaccine 50 pg if the received dose > 0 pg and <= 75 pg, or mRNA-1273 vaccine
100 pg if the received dose > 75 pg) for that injection for safety analysis.
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ModernaTX, Inc.
mRNA-1273-P201

Study

Primary Analysis
Listing 16.2.5.2
Vaccine Administration - Subjects with Dosing Error
Safety Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 100 ng

Page 3 of 6
(Extraction Date: 06NOV2020)

If No,
Vaccine Vaccination Reason Not Given/ Injection Date Time
Subject ID Planned Treatment Visit Given Received Specify (Day)
UsS2051003 mRNA-1273 100 ug Day 1 Yes mRNA-1273 2020-05-29 13:45 (1)
>100-125 ug

Day 29 Yes mRNA-1273 100 ug 2020-06-23 11:23 (26)
UsS2061025 Placebo Day 1 Yes mRNA-1273 100 ug 2020-06-03 17:16 (1)

Day 29 Yes mRNA-1273 100 ug 2020-07-01 15:19 (29)

Day is defined as study day from first injection date.

If a subject received any study vaccination injection that is at a non-protocol dose, the subject is assigned to a protocol
dose (placebo if received placebo, mRNA-1273 vaccine 50 pg if the received dose > 0 pg and <= 75 pg, or mRNA-1273 vaccine

100 pg if the received dose > 75 ng)

for that injection for safety analysis.
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ModernaTX, Inc. Page 4 of 6

mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.2
Study Vaccine Administration - Subjects with Dosing Error
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: Placebo

If No,
Vaccine Vaccination Reason Not Given/ Injection Date Time
Subject ID Planned Treatment Visit Given Received Specify (Day)

There are no observations for this section.

Day is defined as study day from first injection date.
If a subject received any study vaccination injection that is at a non-protocol dose, the subject is assigned to a protocol
dose (placebo if received placebo, mRNA-1273 vaccine 50 pg if the received dose > 0 pg and <= 75 pg, or mRNA-1273 vaccine
100 pg if the received dose > 75 pg) for that injection for safety analysis.
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ModernaTX, Inc. Page 5 of 6

mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.2
Study Vaccine Administration - Subjects with Dosing Error
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug

If No,
Vaccine Vaccination Reason Not Given/ Injection Date Time
Subject ID Planned Treatment Visit Given Received Specify (Day)

There are no observations for this section.

Day is defined as study day from first injection date.
If a subject received any study vaccination injection that is at a non-protocol dose, the subject is assigned to a protocol
dose (placebo if received placebo, mRNA-1273 vaccine 50 pg if the received dose > 0 pg and <= 75 pg, or mRNA-1273 vaccine
100 pg if the received dose > 75 pg) for that injection for safety analysis.
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ModernaTX, Inc. Page 6 of 6

mRNA-1273-P201 Primary Analysis (Extraction Date: 06NOV2020)
Listing 16.2.5.2
Study Vaccine Administration - Subjects with Dosing Error
Safety Set

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ug

If No,
Vaccine Vaccination Reason Not Given/ Injection Date Time
Subject ID Planned Treatment Visit Given Received Specify (Day)

There are no observations for this section.

Day is defined as study day from first injection date.
If a subject received any study vaccination injection that is at a non-protocol dose, the subject is assigned to a protocol
dose (placebo if received placebo, mRNA-1273 vaccine 50 pg if the received dose > 0 pg and <= 75 pg, or mRNA-1273 vaccine
100 pg if the received dose > 75 pg) for that injection for safety analysis.

Program: \Moderna MODMRNA1273P201 U\Primary Analysis\TLF\116020502.sas 19NOV2020 01:30 Database Lock Date: 05NOV2020

FDA-CBER-2022-1614-3201725 79





