ModernaTX, Inc. mRNA-1273
Clinical Study Report mRNA-1273-P201 Addendum 1

16.2.1 Discontinued Participants

Listing 16.2.1.1 Subject Disposition Randomized Set

Confidential

FDA-CBER-2022-1614-3210054



ModernaTX, Inc. Page 1 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2011030 2020-05-27 AMENDMENT 1 Yes Yes/

2020-06-30(29)

Us2011042 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-06(29)

Us2011043 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-29(29)

Us2011056 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)

Us2011057 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)

UsS2011060 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)

UsS2011064 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-01(30)

Us2011067 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-07(35)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210055



ModernaTX, Inc. Page 2 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2011068 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)
US2011069 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)
US2011070 2020-05-28 AMENDMENT 1 No/ Lost to Follow-Up Yes/
2020-08-06(63) 2020-07-06(32)
UsS2011086 2020-05-29 AMENDMENT 1 Yes Yes/

2020-06-30(29)

Us2011088 2020-06-01 AMENDMENT 1 Yes Yes/
2020-07-07(34)

UsS2021061 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-30(29)

Us2021062 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-02(29)

Us2021073 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210056



ModernaTX, Inc. Page 3 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2021078 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-01(29)

Us2021082 2020-05-28 AMENDMENT 1 No/ Protocol Yes/

2021-01-15(227) Deviation/ 2020-07-07(35)

REQUEST TO
UNBLIND/ EUA
COVID-19 VACCINE

UsS2021089 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-08(31)
UsS2021094 2020-05-28 AMENDMENT 1 No/ Protocol No/ Adverse Event
2021-03-10(279) Deviation/ 2020-07-13(39) (COVID-19
SUBJECT Infection)
RECEIVING

VACCINE OUTSIDE
OF THE STUDY
(EUA)

Us2021096 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-02(30)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210057



ModernaTX, Inc.
mRNA-1273-P201

Page 4 of 83
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2021107 2020-05-28 AMENDMENT Yes Yes/
2020-07-02 (30)
US2021111 2020-05-29 AMENDMENT Yes Yes/
2020-07-21 (44)
US2021135 2020-06-01 AMENDMENT Yes Yes/
2020-07-07(33)
UsS2021137 2020-06-01 AMENDMENT Yes Yes/
2020-07-07(30)
Us2021138 2020-06-01 AMENDMENT Yes Yes/
2020-07-06(33)
US2021144 2020-06-02 AMENDMENT No/ Lost to Follow-Up Yes/
2021-03-19(288) 2020-07-06(32)
US2021155 2020-06-03 AMENDMENT Yes Yes/
2020-07-13(36)
UsS2021161 2020-06-03 AMENDMENT Yes Yes/

2020-07-07(30)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210058



ModernaTX, Inc. Page 5 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2021162 2020-06-03 AMENDMENT 1 Yes No/ Other/
2020-06-08 (1) FALSE POSITIVE

COVID RESULT
REPORTED FROM
CENTRAL LAB

Us2021175 2020-06-04 AMENDMENT 1 Yes Yes/
2020-07-08(31)

Us2031001 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-30(33)

Us2031009 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-01(31)

Us2031014 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-29(32)

Us2031022 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-29(32)

Us2031023 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-02(35)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210059



ModernaTX, Inc. Page 6 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2031029 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-07(36)
UsS2031038 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-02 (30)
US2031040 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-30(30)
UsS2031041 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-01(30)
Us2031043 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-02(29)
UsS2031045 2020-05-27 AMENDMENT 1 No/ Lost to Follow-Up No/ Lost to Follow-Up
2020-07-13(42) 2020-07-13 (42)
UsS2031048 2020-05-28 AMENDMENT 1 Yes Yes/

2020-06-30(30)

Us2031049 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-01(31)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210060



ModernaTX, Inc. Page 7 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2031058 2020-05-28 AMENDMENT 1 Yes Yes/

2020-07-01(31)

UsS2031071 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-02(29)

Us2031074 2020-05-29 AMENDMENT 1 Yes Yes/
2020-06-30(29)

Us2031081 2020-06-02 AMENDMENT 1 Yes Yes/
2020-07-02(29)

Us2041005 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-26(29)

Us2041011 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-01(31)

Us2041014 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-26(29)

Us2041019 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-30(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210061



ModernaTX, Inc.
mRNA-1273-P201

Page 8 of 83
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2041020 2020-05-26 AMENDMENT Yes Yes/
2020-07-01(29)
Us2041022 2020-05-27 AMENDMENT No/ Protocol Yes/
2021-02-12(253) Deviation/ 2020-07-06(32)
SUBJECT RECIEVED
A VACCINATION
FROM THEIR PLACE
FO WORK
US2041025 2020-05-27 AMENDMENT Yes Yes/
2020-06-30(29)
Us2041029 2020-05-27 AMENDMENT Yes Yes/
2020-06-29(29)
UsS2041034 2020-05-27 AMENDMENT Yes Yes/
2020-07-02(32)
US2041042 2020-05-27 AMENDMENT Yes Yes/
2020-07-06(36)
US2041043 2020-05-28 AMENDMENT No/ Lost to Follow-Up No/ Lost to Follow-Up

2020-07-17(45)

2020-07-17(45)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210062



ModernaTX, Inc. Page 9 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
US2041056 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)
Us2041059 2020-05-28 AMENDMENT 1 No/ Lost to Follow-Up No/ Lost to Follow-Up
2020-07-27(56) 2020-07-27(56)
US2041062 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)
UsS2041078 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-01(29)
UsS2041086 2020-06-05 AMENDMENT 1 No/ Lost to Follow-Up Yes/
2020-12-18(194) 2020-07-06(29)
UsS2041089 2020-06-05 AMENDMENT 1 Yes Yes/

2020-07-10(33)

Us2041090 2020-06-05 AMENDMENT 1 Yes Yes/
2020-07-10(33)

Us2051022 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-07(35)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210063 10



ModernaTX, Inc. Page 10 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2051035 2020-05-28 AMENDMENT 1 Yes Yes/

2020-07-08(35)

Us2051036 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-02(31)

Us2051044 2020-06-03 AMENDMENT 1 Yes Yes/
2020-07-06(32)

UsS2061003 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-06(33)

Us2061015 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-06(34)

Us2061018 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-08(34)

Us2061021 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-02(29)

Us2061022 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-02(30)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210064

11



ModernaTX, Inc. Page 11 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2061025 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-01(29)
US2061032 2020-06-03 AMENDMENT 1 Yes Yes/
2020-07-07(33)
US2071012 2020-05-25 AMENDMENT 1 Yes Yes/
2020-07-07(35)
UsS2071014 2020-05-25 AMENDMENT 1 Yes Yes/
2020-07-06(34)
UsS2071017 2020-05-25 AMENDMENT 1 No/ Lost to Follow-Up Yes/
2021-03-04(276) 2020-07-01 (30)
UsS2071022 2020-05-26 AMENDMENT 1 Yes Yes/

2020-07-02(30)

Us2071042 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-09(36)

Us2071044 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-09(32)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210065
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ModernaTX,

Inc.

mRNA-1273-P201

Part A end of Part A

Listing 16.2.1.1
Subject Disposition
Randomized Set

(Extraction Date:

Page 12 of 83
11JUN2021)

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: Placebo
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2071046 2020-05-28 AMENDMENT Yes Yes/
2020-07-07 (34)
Us2071049 2020-05-29 AMENDMENT Yes Yes/
2020-07-08(35)
US2071050 2020-05-29 AMENDMENT Yes Yes/
2020-07-07(33)
Us2071059 2020-06-01 AMENDMENT Yes Yes/
2020-07-07(30)
US2071062 2020-06-01 AMENDMENT Yes Yes/
2020-07-07 (34)
US2071064 2020-06-01 AMENDMENT Yes Yes/
2020-07-09(35)
UsS2071066 2020-06-01 AMENDMENT Yes Yes/
2020-07-08(30)
Us2071070 2020-06-02 AMENDMENT Yes Yes/

2020-07-07(30)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210066

13



ModernaTX, Inc.
mRNA-1273-P201

Page 13 of 83
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason

Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2071072 2020-06-02 AMENDMENT 1 Yes Yes/
2020-07-06(32)
UsS2081026 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-07 (34)
UsS2081033 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-07(36)
UsS2081038 2020-06-01 AMENDMENT Yes Yes/
2020-07-09(32)
Us2081042 2020-06-01 AMENDMENT Yes Yes/
2020-07-08(29)
UsS2081046 2020-06-02 AMENDMENT Yes Yes/
2020-07-09(32)
UsS2081049 2020-06-02 AMENDMENT No/ Other/ Yes/
2021-01-06(212) REQUEST TO 2020-07-08(30)
UNBLIND POST EUA
Us2081057 2020-06-03 AMENDMENT Yes Yes/

2020-07-09(35)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210067



ModernaTX, Inc.
mRNA-1273-P201

Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Placebo

Page 14 of 83

Part A end of Part A (Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2081058 2020-06-04 AMENDMENT 1 Yes No/ Other/
2020-06-17(10) PER CRA,
POSITIVE COVID
SWAB WAS

REPORTED IN
ERROR BY PPD
LABS. PATIENT IS
NO LONGER WITHIN

WINDOW TO
RECEIVE 2ND
DOSE.

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210068
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ModernaTX, Inc. Page 15 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2011020 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-01 (31)
Us2011029 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-29(29)
US2011048 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-29(29)
UsS2011051 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-06(35)
Us2011055 2020-05-28 AMENDMENT 1 No/ Protocol Yes/
2021-01-08(221) Deviation/ 2020-06-30(29)

SUBJECT RECEIVED
COVID-19 VACCINE
UNDER EUA,
OUTSIDE OF THE
STUDY. WITHDRAWN
PER SPONSOR
INSTRUCTION.

UsS2011061 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-02(30)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210069 16



ModernaTX,

Inc.

mRNA-1273-P201

Part A end of Part A

Listing 16.2.1.1
Subject Disposition
Randomized Set

(Extraction Date:

Page 16 of 83
11JUN2021)

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 50 ug
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2011084 2020-05-29 AMENDMENT Yes Yes/
2020-06-30(29)
Us2011087 2020-05-29 AMENDMENT Yes Yes/
2020-07-01(29)
UsS2011090 2020-06-01 AMENDMENT Yes Yes/
2020-07-02(29)
UsS2011091 2020-06-01 AMENDMENT Yes Yes/
2020-07-02(29)
US2011092 2020-06-02 AMENDMENT Yes Yes/
2020-07-07(33)
Us2011093 2020-06-02 AMENDMENT Yes Yes/
2020-07-06(29)
US2011095 2020-06-03 AMENDMENT Yes Yes/
2020-07-06(32)
UsS2011102 2020-06-05 AMENDMENT Yes Yes/

2020-07-06(29)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210070
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ModernaTX, Inc. Page 17 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2021058 2020-05-27 AMENDMENT 1 Yes Yes/

2020-07-07(33)

US2021064 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-09(32)

Us2021084 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-07(33)

Us2021090 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-06(35)

Us2021147 2020-06-02 AMENDMENT 1 Yes Yes/
2020-07-07(33)

Us2021166 2020-06-03 AMENDMENT 1 Yes Yes/
2020-07-07(33)

Us2021167 2020-06-03 AMENDMENT 1 Yes Yes/
2020-07-07(30)

Us2021179 2020-06-05 AMENDMENT 1 Yes Yes/
2020-07-07(30)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210071 18



ModernaTX, Inc. Page 18 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2031002 2020-05-26 AMENDMENT 1 Yes Yes/

2020-06-29(32)

Us2031004 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-29(32)

Us2031011 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-01(34)

Us2031016 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-02(29)

Us2031030 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-01(29)

Us2031042 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-06(33)

Us2031051 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-29(29)

Us2031056 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(30)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210072 19



ModernaTX, Inc. Page 19 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2031057 2020-05-28 AMENDMENT 1 Yes Yes/

2020-07-01(29)

US2031063 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-02(31)

UsS2031066 2020-05-29 AMENDMENT 1 Yes Yes/
2020-06-30(29)

Us2031072 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-06(34)

Us2031080 2020-06-02 AMENDMENT 1 Yes Yes/
2020-07-02(29)

Us2041002 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-30(29)

Us2041003 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-30(29)

Us2041006 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-02(31)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210073 20



ModernaTX,

Inc.

mRNA-1273-P201

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

Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 50 ug

Page 20 of 83
Part A end of Part A (Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2041007 2020-05-26 AMENDMENT Yes Yes/
2020-06-29(29)
UsS2041012 2020-05-26 AMENDMENT Yes Yes/
2020-07-07(36)
US2041013 2020-05-26 AMENDMENT Yes Yes/
2020-06-29(32)
UsS2041016 2020-05-26 AMENDMENT Yes Yes/
2020-07-14 (43)
Us2041023 2020-05-27 AMENDMENT Yes Yes/
2020-06-29(29)
UsS2041027 2020-05-27 AMENDMENT Yes Yes/
2020-06-29(29)
US2041030 2020-05-27 AMENDMENT Yes Yes/
2020-06-30(30)
UsS2041036 2020-05-27 AMENDMENT Yes Yes/

2020-06-30(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

FDA-CBER-2022-1614-3210074

10JUN2021

21



ModernaTX, Inc. Page 21 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2041047 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)
Us2041049 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-14 (41)
US2041051 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)
UsS2041053 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-07(36)
UsS2041055 2020-05-28 AMENDMENT 1 No/ Lost to Follow-Up No/ Lost to Follow-Up
2020-07-17(45) 2020-07-17 (45)
Us2041058 2020-05-28 AMENDMENT 1 No/ Lost to Follow-Up No/ Lost to Follow-Up
2020-07-17(45) 2020-07-17 (45)
US2041064 2020-05-28 AMENDMENT 1 No/ Lost to Follow-Up Yes/
2020-08-18(72) 2020-07-14(37)
UsS2041071 2020-05-29 AMENDMENT 1 Yes Yes/

2020-07-06(35)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210075
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ModernaTX, Inc. Page 22 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2041075 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-01 (30)
UsS2041076 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-06(35)
UsS2041077 2020-05-29 AMENDMENT 1 No/ Lost to Follow-Up Yes/
2021-05-14 (346) 2020-07-01(29)
UsS2041088 2020-06-05 AMENDMENT 1 Yes Yes/

2020-07-10(33)

Us2041091 2020-06-05 AMENDMENT 1 Yes Yes/
2020-07-10(31)

UsS2041092 2020-06-05 AMENDMENT 1 Yes Yes/
2020-07-14(37)

Us2051008 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-30(33)

Us2051009 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-30(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210076 23



ModernaTX,

Inc.

mRNA-1273-P201

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

Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 50 ug

Page 23 of 83
Part A end of Part A (Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2051010 2020-05-27 AMENDMENT Yes Yes/
2020-06-30(29)
US2051011 2020-05-27 AMENDMENT Yes Yes/
2020-07-07(35)
US2051018 2020-05-27 AMENDMENT Yes Yes/
2020-07-07(30)
Us2051027 2020-05-28 AMENDMENT Yes Yes/
2020-07-07(30)
Us2051031 2020-05-28 AMENDMENT Yes Yes/
2020-06-30(29)
US2051032 2020-05-28 AMENDMENT Yes Yes/
2020-06-30(29)
UsS2051033 2020-05-28 AMENDMENT Yes Yes/
2020-07-07(34)
US2051034 2020-05-28 AMENDMENT Yes Yes/

2020-07-01(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

FDA-CBER-2022-1614-3210077

10JUN2021

24



ModernaTX, Inc.
mRNA-1273-P201 Part A end of Part A
Listing 16.2.1.1
Subject Disposition
Randomized Set

(Extraction Date:

Page 24 of 83
11JUN2021)

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 50 ng
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2051038 2020-05-29 AMENDMENT 1 No/ Withdrawal of No/ Withdrawal of
2020-07-02(30) Consent 2020-07-02(30) Consent
(COVID-19 (COVID-19
Non-Infection Non-Infection
Related) / Related)/
PATIENT WITHDREW DID NOT WANT TO
FROM STUDY- DID PROCEED- PATIENT
NOT WANT TO WITHDREW FROM
PROCEED. STUDY
Us2051040 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-07(33)
Us2051042 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-01(30)
Us2051043 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-01(29)
Us2051048 2020-06-03 AMENDMENT 1 Yes Yes/
2020-07-10(32)
Us2051050 2020-06-04 AMENDMENT 1 Yes Yes/

2020-07-08(31)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210078

25



ModernaTX, Inc. Page 25 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2061001 2020-05-28 AMENDMENT 1 Yes Yes/

2020-07-10(37)

UsS2061006 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-01(29)

Us2061009 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-07(35)

UsS2061011 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-06(34)

Us2061013 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-06(32)

Us2061019 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-01(29)

Us2061026 2020-06-02 AMENDMENT 1 Yes Yes/
2020-07-07(33)

Us2071001 2020-05-22 AMENDMENT 1 Yes Yes/
2020-06-30(33)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021
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ModernaTX, Inc. Page 26 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2071003 2020-05-22 AMENDMENT 1 Yes Yes/
2020-06-30(30)
UsS2071004 2020-05-25 AMENDMENT 1 Yes Yes/
2020-07-08(35)
UsS2071029 2020-05-26 AMENDMENT 1 No/ Lost to Follow-Up Yes/
2020-09-28(116) 2020-07-10(306)
UsS2071030 2020-05-26 AMENDMENT 1 Yes Yes/

2020-07-06(34)

Us2071032 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-10(33)

Us2071033 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-09(32)

Us2071063 2020-06-01 AMENDMENT 1 Yes Yes/
2020-07-09(36)

Us2071067 2020-06-01 AMENDMENT 1 Yes Yes/
2020-07-08 (34)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021
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ModernaTX,

Inc.

mRNA-1273-P201

Part A end of Part A

Listing 16.2.1.1
Subject Disposition
Randomized Set

(Extraction Date:

Page 27 of 83
11JUN2021)

Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 50 ug
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2071074 2020-06-02 AMENDMENT Yes Yes/
2020-07-09(32)
Us2071081 2020-06-05 AMENDMENT Yes Yes/
2020-07-07(30)
UsS2081036 2020-05-29 AMENDMENT Yes Yes/
2020-07-09(306)
Us2081039 2020-06-01 AMENDMENT Yes Yes/
2020-07-08(31)
Us2081041 2020-06-01 AMENDMENT Yes Yes/
2020-07-07 (34)
UsS2081052 2020-06-02 AMENDMENT Yes Yes/
2020-07-09(35)
US2081054 2020-06-03 AMENDMENT Yes Yes/
2020-07-08(34)
Us2081059 2020-06-04 AMENDMENT Yes Yes/

2020-07-13(36)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210081

28



ModernaTX, Inc. Page 28 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2011018 2020-05-26 AMENDMENT 1 Yes Yes/

2020-06-30(30)

Us2011019 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-02(31)

Us2011039 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-29(29)

Us2011041 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-30(29)

Us2011046 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-01(30)

Us2011050 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-29(29)

Us2011059 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)

US2011065 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210082 29



ModernaTX,

Inc.

mRNA-1273-P201

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

Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 100 ug

Page 29 of 83
Part A end of Part A (Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2011080 2020-05-29 AMENDMENT Yes Yes/
2020-07-01(29)
Us2011085 2020-05-29 AMENDMENT Yes Yes/
2020-07-01(29)
UsS2011089 2020-06-01 AMENDMENT Yes Yes/
2020-07-10(306)
UsS2011103 2020-06-05 AMENDMENT Yes Yes/
2020-07-07(30)
US2021059 2020-05-27 AMENDMENT No/ Lost to Follow-Up Yes/
2021-03-15(287) 2020-07-02 (31)
US2021063 2020-05-27 AMENDMENT Yes Yes/
2020-07-07 (34)
US2021067 2020-05-27 AMENDMENT Yes Yes/
2020-07-06(32)
UsS2021068 2020-05-27 AMENDMENT Yes Yes/

2020-07-01(30)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101

.sas 19JUL2021 20:30 Database Lock Date:

FDA-CBER-2022-1614-3210083

10JUN2021
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ModernaTX,

Inc.

mRNA-1273-P201

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

Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 100 ug

Page 30 of 83
Part A end of Part A (Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2021074 2020-05-28 AMENDMENT Yes Yes/
2020-07-07(36)
UsS2021080 2020-05-28 AMENDMENT Yes Yes/
2020-07-08 (34)
UsS2021093 2020-05-28 AMENDMENT Yes Yes/
2020-07-06(34)
Us2021099 2020-05-28 AMENDMENT Yes Yes/
2020-06-30(29)
UsS2021101 2020-05-28 AMENDMENT Yes Yes/
2020-07-09(32)
UsS2021121 2020-05-29 AMENDMENT Yes Yes/
2020-07-01(29)
US2021145 2020-06-02 AMENDMENT Yes Yes/
2020-07-09(36)
US2021151 2020-06-03 AMENDMENT Yes Yes/

2020-07-09(32)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

FDA-CBER-2022-1614-3210084

10JUN2021
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ModernaTX,

Inc.

mRNA-1273-P201

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

Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 100 ug

Page 31 of 83
Part A end of Part A (Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2021154 2020-06-03 AMENDMENT Yes Yes/
2020-07-08 (34)
Us2021164 2020-06-03 AMENDMENT Yes Yes/
2020-07-08(31)
Us52021180 2020-06-05 AMENDMENT Yes Yes/
2020-07-08(31)
UsS2021182 2020-06-05 AMENDMENT Yes Yes/
2020-07-07(30)
Us2031012 2020-05-26 AMENDMENT Yes Yes/
2020-06-29(29)
US2031013 2020-05-26 AMENDMENT Yes Yes/
2020-06-30(29)
UsS2031019 2020-05-26 AMENDMENT Yes Yes/
2020-07-02(35)
UsS2031020 2020-05-26 AMENDMENT Yes Yes/

2020-07-01 (34)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

FDA-CBER-2022-1614-3210085

10JUN2021
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ModernaTX,

Inc.

mRNA-1273-P201

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

Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 100 ug

Page 32 of 83
Part A end of Part A (Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2031021 2020-05-26 AMENDMENT Yes Yes/
2020-06-29(29)
US2031026 2020-05-27 AMENDMENT Yes Yes/
2020-06-26(29)
US2031027 2020-05-27 AMENDMENT Yes Yes/
2020-06-29(29)
UsS2031033 2020-05-27 AMENDMENT Yes Yes/
2020-07-01(29)
Us2031035 2020-05-27 AMENDMENT Yes Yes/
2020-06-29(29)
UsS2031037 2020-05-27 AMENDMENT Yes Yes/
2020-06-30(29)
UsS2031047 2020-05-27 AMENDMENT Yes Yes/
2020-06-29(29)
UsS2031050 2020-05-28 AMENDMENT Yes Yes/

2020-07-01(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

FDA-CBER-2022-1614-3210086

10JUN2021
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ModernaTX
mRNA-1273

Cohort 1

, Inc.
-P201

(Age >= 18 and age < 55);

Page 33 of 83
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 100 ug

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2031060 2020-05-28 AMENDMENT Yes Yes/
2020-07-02(29)
US2031062 2020-05-28 AMENDMENT Yes Yes/
2020-07-02(29)
UsS2031073 2020-05-29 AMENDMENT Yes Yes/
2020-07-02(31)
Us2031079 2020-06-02 AMENDMENT Yes Yes/
2020-07-02(29)
Us2031084 2020-06-05 AMENDMENT Yes Yes/
2020-07-08(29)
UsS2041008 2020-05-26 AMENDMENT Yes Yes/
2020-07-01 (31)
US2041010 2020-05-26 AMENDMENT No/ Protocol Yes/
2021-02-19(267) Deviation/ 2020-06-29(32)

SUBJECT RECEIVED
A COVID VACCINE
THROUGH THEIR
WORKPLACE.

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021
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ModernaTX
mRNA-1273

Cohort 1

, Inc.
-P201

(Age >= 18 and age < 55);

Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 100 ug

Part A end of Part A

(Extraction Date:

Page 34 of 83
11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2041024 2020-05-27 AMENDMENT Yes Yes/
2020-07-02 (30)
UsS2041026 2020-05-27 AMENDMENT Yes Yes/
2020-06-30(29)
US2041041 2020-05-27 AMENDMENT Yes Yes/
2020-07-06(36)
UsS2041046 2020-05-28 AMENDMENT Yes Yes/
2020-07-02(29)
Us2041048 2020-05-28 AMENDMENT Yes Yes/
2020-07-01 (30)
Us2041060 2020-05-28 AMENDMENT No/ Withdrawal of Yes/
2021-05-27(360) Consent (Other)/ 2020-07-01 (30)
pT MOVED®®@HoUR
AWAY
US2041061 2020-05-28 AMENDMENT Yes Yes/

2020-07-06(35)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210088
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ModernaTX,

Inc.

mRNA-1273-P201

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

Part A end of Part A
Listing 16.2.1.1

Subject Disposition

Vaccination Group:

Randomized Set

mRNA-1273 100 ug

Page 35 of 83

(Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2041073 2020-05-29 AMENDMENT Yes Yes/
2020-06-30(29)
Us2041079 2020-05-29 AMENDMENT Yes Yes/
2020-07-07(35)
Us2041080 2020-05-29 AMENDMENT Yes Yes/
2020-07-01(29)
UsS2041084 2020-06-01 AMENDMENT Yes Yes/
2020-07-02(29)
Us2051001 2020-05-26 AMENDMENT Yes Yes/
2020-07-02(29)
US2051002 2020-05-26 AMENDMENT Yes Yes/
2020-07-02 (31)
US2051003 2020-05-26 AMENDMENT No/ Lost to Follow-Up Yes/
2020-11-30(186) 2020-06-23(26)
UsS2051012 2020-05-27 AMENDMENT Yes Yes/

2020-07-01(30)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

FDA-CBER-2022-1614-3210089
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ModernaTX
mRNA-1273

Cohort 1

, Inc.
-P201

(Age >= 18 and age < 55);

Page 36 of 83
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 100 ug

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2051013 2020-05-27 AMENDMENT No/ Withdrawal of Yes/
2021-03-10(281) Consent (Other)/ 2020-07-01(29)
SUBJECT MOVED
OUT OF STATE
UsS2051017 2020-05-27 AMENDMENT Yes Yes/
2020-07-07(33)
US2051019 2020-05-27 AMENDMENT Yes Yes/
2020-07-07(29)
UsS2051020 2020-05-27 AMENDMENT Yes Yes/
2020-07-02(29)
Us2051024 2020-05-27 AMENDMENT Yes Yes/
2020-07-07(36)
US2051025 2020-05-28 AMENDMENT Yes Yes/
2020-07-09(35)
UsS2051026 2020-05-28 AMENDMENT Yes Yes/

2020-06-30(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210090 37



ModernaTX, Inc. Page 37 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2051028 2020-05-28 AMENDMENT 1 Yes No/ Other/
2020-06-15(12) FALSE POSITIVE

COVID INFECTION
RESULTED BY
CENTRAL LAB

UsS2051029 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-09(36)

UsS2051030 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-06(34)

US2051045 2020-06-03 AMENDMENT 1 No/ Lost to Follow-Up Yes/
2021-02-03(239) 2020-07-08(29)

Us2061008 2020-05-28 AMENDMENT 1 Yes Yes/

2020-07-06(34)

UsS2061010 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-08(36)

Us2061020 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-07(30)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210091



ModernaTX,

Inc.

mRNA-1273-P201

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

Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 100 ug

Page 38 of 83
Part A end of Part A (Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2061023 2020-05-29 AMENDMENT Yes Yes/
2020-07-06(32)
UsS2061024 2020-05-29 AMENDMENT Yes Yes/
2020-07-02 (30)
US2061027 2020-06-02 AMENDMENT Yes Yes/
2020-07-08(34)
Us2071002 2020-05-22 AMENDMENT Yes Yes/
2020-06-30(30)
Us2071016 2020-05-25 AMENDMENT Yes Yes/
2020-07-08(36)
Us2071026 2020-05-26 AMENDMENT Yes Yes/
2020-07-13(36)
US2071036 2020-05-27 AMENDMENT Yes Yes/
2020-07-13(36)
UsS2071038 2020-05-27 AMENDMENT Yes Yes/

2020-07-13 (40)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

FDA-CBER-2022-1614-3210092

10JUN2021
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ModernaTX, Inc. Page 39 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2071039 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-13(39)
Us2071040 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-13(36)
US2071051 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-07(33)
UsS2071068 2020-06-01 AMENDMENT 1 Yes Yes/
2020-07-08(31)
Us2071069 2020-06-02 AMENDMENT 1 Yes Yes/
2020-07-13(36)
UsS2071071 2020-06-02 AMENDMENT 1 Yes Yes/
2020-07-07(33)
Us2071073 2020-06-02 AMENDMENT 1 Yes Yes/
2020-07-07(30)
Us2071077 2020-06-03 AMENDMENT 1 No/ Lost to Follow-Up Yes/
2021-03-12(278) 2020-07-10(33)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210093 40



ModernaTX,

Inc.

mRNA-1273-P201

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

Listing 16.2.1.1
Subject Disposition
Randomized Set

Vaccination Group: mRNA-1273 100 ug

Page 40 of 83
Part A end of Part A (Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2081023 2020-05-28 AMENDMENT Yes Yes/
2020-07-07(35)
UsS2081025 2020-05-28 AMENDMENT Yes Yes/
2020-07-07(35)
052081028 2020-05-29 AMENDMENT Yes Yes/
2020-07-07(36)
UsS2081045 2020-06-01 AMENDMENT Yes Yes/
2020-07-07(34)
Us2081051 2020-06-02 AMENDMENT Yes Yes/
2020-07-08 (34)
Us2081062 2020-06-05 AMENDMENT Yes Yes/
2020-07-09(32)
UsS2081063 2020-06-05 AMENDMENT Yes Yes/
2020-07-08(31)
UsS2081064 2020-06-05 AMENDMENT Yes Yes/

2020-07-09(32)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

FDA-CBER-2022-1614-3210094

10JUN2021
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ModernaTX, Inc. Page 41 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2011007 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-29(29)

Us2011011 2020-05-26 AMENDMENT 1 No/ Protocol Yes/

2021-03-04(280) Deviation/ 2020-06-26(29)

PT RECEIVED
PFIZER COVID-19
VACCINE UNDER
EUA, OUTSIDE OF

STUDY.
WITHDRAWN, PER
SPONSOR
INSTRUCTIONS.
Us2011023 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-02(31)
Us2011109 2020-06-11 AMENDMENT 1 Yes Yes/
2020-07-24(29)
Us2011114 2020-06-12 AMENDMENT 1 Yes Yes/

2020-07-24(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210095



ModernaTX,

Inc.

mRNA-1273-P201

Part A end of Part A

Listing 16.2.1.1
Subject Disposition
Randomized Set

(Extraction Date:

Page 42 of 83
11JUN2021)

Cohort 2 (Age >= 55); Vaccination Group: Placebo
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2011116 2020-06-12 AMENDMENT Yes Yes/
2020-07-27(31)
US2011120 2020-06-15 AMENDMENT Yes Yes/
2020-07-27(31)
US2011124* 2020-06-17 AMENDMENT Yes Yes/
2020-07-24(29)
UsS2011126* 2020-06-18 AMENDMENT Yes Yes/
2020-07-24(29)
US2011130* 2020-06-18 AMENDMENT Yes Yes/
2020-07-24(29)
US2011131 2020-06-18 AMENDMENT Yes Yes/
2020-07-24(29)
US2011142* 2020-06-22 AMENDMENT Yes Yes/
2020-07-27(29)
UsS2011145 2020-06-23 AMENDMENT Yes Yes/

2020-07-24(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210096
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ModernaTX, Inc.
mRNA-1273-P201
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Part A end of Part A

Page 43 of 83

(Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
US2011152 2020-06-25 AMENDMENT 1 Yes Yes/

US2011155 2020-06-25 AMENDMENT 1 Yes

US2011156 2020-06-25 AMENDMENT 1 No/ Protocol
2021-03-08(252) Deviation/
PT RECEIVED J &
J COVID 19

VACCINE OUTSIDE
OF STUDY ON
03/06/2021

UsS2011157* 2020-06-25 AMENDMENT 1 Yes

Us2021015 2020-05-26 AMENDMENT 1 Yes

2020-07-27(29)

Yes/
2020-07-28(29)

Yes/
2020-07-28(29)

Yes/
2020-07-28(29)

Yes/
2020-06-26(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210097
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ModernaTX, Inc. Page 44 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2021021 2020-05-26 AMENDMENT 1 No/ Protocol Yes/
2021-01-15(232) Deviation/ 2020-06-26(29)

EUA COVID-19
VACCINE "REQUEST
TO UNBLIND"

Us2021022 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-06(36)

Us2021043 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-02(32)

UsS2021130 2020-06-01 AMENDMENT 1 Yes Yes/
2020-07-29 (34)

Us2021185 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-31(36)

Us2021189 2020-06-11 AMENDMENT 1 Yes Yes/
2020-07-27(32)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210098
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.1.1

Subject Disposition

Randomized Set

Part A end of Part A

(Extraction Date:

Page 45 of 83
11JUN2021)

Cohort 2 (Age >= 55); Vaccination Group: Placebo
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2021196 2020-06-12 AMENDMENT No/ Protocol Yes/
2021-01-21(204) Deviation/ 2020-08-03(33)
REQUEST TO
UNBLIND / EUA
COVID-19 VACCINE
UsS2021198 2020-06-15 AMENDMENT No/ Protocol Yes/
2021-02-08(225) Deviation/ 2020-08-04(37)
VACCINATION
OUTSIDE OF THE
STUDY AND
PROTOCOL
DEVIATION
US2021206* 2020-06-17 AMENDMENT Yes Yes/
2020-08-04 (34)
UsS2021207* 2020-06-17 AMENDMENT Yes Yes/
2020-08-06(42)
US2021219* 2020-06-23 AMENDMENT Yes Yes/

2020-07-31(32)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101

.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210099
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ModernaTX, Inc. Page 46 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2021222* 2020-06-29 AMENDMENT 1 Yes Yes/

2020-07-31(30)

Us2031085 2020-06-08 AMENDMENT 1 Yes Yes/
2020-07-29(34)

Us2031089 2020-06-08 AMENDMENT 1 Yes Yes/
2020-07-29 (34)

Us2031092 2020-06-08 AMENDMENT 1 Yes Yes/
2020-07-29(30)

Us2031095 2020-06-09 AMENDMENT 1 Yes Yes/
2020-07-27(29)

Us2031098 2020-06-09 AMENDMENT 1 Yes Yes/
2020-07-29(31)

Us2031100 2020-06-09 AMENDMENT 1 Yes Yes/
2020-08-03(34)

Us2031102 2020-06-09 AMENDMENT 1 Yes Yes/
2020-08-03(33)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210100
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ModernaTX, Inc. Page 47 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2031103 2020-06-09 AMENDMENT 1 Yes Yes/

2020-07-30(32)

US2031110 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-28(33)

US2031116 2020-06-11 AMENDMENT 1 Yes Yes/
2020-07-30(32)

Us2031124 2020-06-17 AMENDMENT 1 Yes Yes/
2020-07-29(31)

Us2031125 2020-06-19 AMENDMENT 1 Yes Yes/
2020-07-28(33)

Us2031129 2020-06-25 AMENDMENT 1 Yes Yes/
2020-07-30(30)

Us2031131 2020-06-29 AMENDMENT 1 Yes Yes/
2020-07-31(30)

Us2041102 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-24(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210101

48



ModernaTX, Inc. Page 48 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2041114 2020-06-11 AMENDMENT 1 Yes Yes/

2020-08-03(39)

UsS2041115 2020-06-11 AMENDMENT 1 Yes Yes/
2020-08-04 (35)

Us2041121 2020-06-12 AMENDMENT 1 Yes Yes/
2020-07-31(31)

Us2041132 2020-06-15 AMENDMENT 1 Yes Yes/
2020-07-27(32)

Us2041142 2020-06-16 AMENDMENT 1 Yes Yes/
2020-07-31(30)

US2041146 2020-06-17 AMENDMENT 1 Yes Yes/
2020-07-31(30)

Us2041151 2020-06-19 AMENDMENT 1 Yes Yes/
2020-08-04(30)

Us2041152 2020-06-19 AMENDMENT 1 Yes Yes/
2020-08-04(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210102
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ModernaTX, Inc. Page 49 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
US2041166 2020-07-01 AMENDMENT 1 Yes Yes/

2020-08-03(29)

Us2051055 2020-06-12 AMENDMENT 1 Yes Yes/
2020-07-30(35)

Us2051063 2020-06-16 AMENDMENT 1 Yes Yes/
2020-07-28(29)

Us2051072 2020-06-19 AMENDMENT 1 Yes Yes/
2020-08-03(29)

Us2051073 2020-06-19 AMENDMENT 1 Yes Yes/
2020-08-05(31)

Us2051086 2020-06-24 AMENDMENT 1 Yes Yes/
2020-08-04 (30)

Us2051087 2020-06-25 AMENDMENT 1 Yes Yes/
2020-08-04(30)

Us2051089 2020-06-25 AMENDMENT 1 Yes Yes/
2020-07-30(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210103
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ModernaTX, Inc. Page 50 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2051098 2020-06-29 AMENDMENT 1 Yes Yes/

2020-08-05(31)

Us2051112 2020-07-01 AMENDMENT 1 Yes Yes/
2020-08-03(29)

Us2061035 2020-06-09 AMENDMENT 1 Yes Yes/
2020-07-20(25)

Us2061043 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-27(29)

Us2061046 2020-06-11 AMENDMENT 1 Yes Yes/
2020-07-27(29)

US2061051 2020-06-15 AMENDMENT 1 Yes Yes/
2020-07-30(31)

Us2061055 2020-06-16 AMENDMENT 1 Yes Yes/
2020-07-28(29)

Us2071005 2020-05-25 AMENDMENT 1 Yes Yes/
2020-07-06(35)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210104
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ModernaTX, Inc. Page 51 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2071041 2020-05-28 AMENDMENT 1 Yes Yes/

2020-07-02(31)

Us2071084 2020-06-05 AMENDMENT 1 Yes Yes/
2020-07-27(32)

Us2071085 2020-06-17 AMENDMENT 1 Yes Yes/
2020-07-28(33)

Us2071086 2020-06-18 AMENDMENT 1 Yes Yes/
2020-07-29(34)

Us2071088* 2020-06-18 AMENDMENT 1 Yes Yes/
2020-07-27(32)

Us2071092 2020-06-19 AMENDMENT 1 Yes Yes/
2020-07-21(26)

Us2071094 2020-06-22 AMENDMENT 1 Yes Yes/
2020-08-04(30)

Us2071098 2020-06-24 AMENDMENT 1 Yes Yes/
2020-08-05(36)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210105
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ModernaTX,

Inc.

mRNA-1273-P201

Cohort 2 (Age >= 55);

Listing 16.2.1.1

Subject Disposition

Vaccination Group: Placebo

Randomized Set

Part A end of Part A

Page 52 of 83

(Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2071100 2020-06-25 AMENDMENT Yes Yes/
2020-08-04 (30)
UsS2071102 2020-06-25 AMENDMENT Yes Yes/
2020-07-28(30)
UsS2071103 2020-06-26 AMENDMENT Yes Yes/
2020-08-06(36)
UsS2071105 2020-06-30 AMENDMENT Yes Yes/
2020-08-10(36)
Us2081004 2020-05-26 AMENDMENT Yes Yes/
2020-06-29(32)
Us2081005 2020-05-26 AMENDMENT Yes Yes/
2020-07-01 (31)
UsS2081007 2020-05-27 AMENDMENT No/ Other/ Yes/
2021-01-06(220) REQUEST TO 2020-06-30(30)
UNBLIND POST EUA
UsS2081015 2020-05-27 AMENDMENT Yes Yes/

2020-07-01(31)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

FDA-CBER-2022-1614-3210106
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Page 53 of 83
(Extraction Date: 11JUN2021)

ModernaTX, Inc.
mRNA-1273-P201 Part A end of Part A
Listing 16.2.1.1
Subject Disposition
Randomized Set

Cohort 2 (Age >= 55); Vaccination Group: Placebo
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
ID Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2081017 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-06(35)
Us2081029 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-07 (36)
UsS2081030 2020-05-29 AMENDMENT 1 No/ Other/ Yes/
2021-01-25(238) PATIENT 2020-07-06(35)
UNBLINDED,
DISENROLLED DUE
TO PATIENT
DESIRE TO
RECEIVE OUTSIDE
VACCINE OF
ANOTHER
MANUFACTURER.
Us2081065 2020-06-11 AMENDMENT 1 Yes Yes/
2020-07-24(29)
Us2081066 2020-06-11 AMENDMENT 1 Yes Yes/

2020-07-24(29)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210107
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ModernaTX, Inc. Page 54 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2081073 2020-06-15 AMENDMENT 1 Yes Yes/

2020-07-24(29)

Us2081077 2020-06-16 AMENDMENT 1 Yes Yes/
2020-08-03(35)

Us2081080 2020-06-17 AMENDMENT 1 Yes Yes/
2020-07-31(31)

Us2081087 2020-06-18 AMENDMENT 1 Yes Yes/
2020-07-29(30)

Us2081097 2020-06-22 AMENDMENT 1 Yes Yes/
2020-07-31(31)

Us2081103 2020-06-23 AMENDMENT 1 Yes Yes/
2020-08-06(36)

Us2081104 2020-06-23 AMENDMENT 1 Yes Yes/
2020-08-06(36)

Us2081113 2020-06-24 AMENDMENT 1 Yes Yes/
2020-08-10(34)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210108
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ModernaTX, Inc. Page 55 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2081119 2020-06-24 AMENDMENT 1 Yes Yes/

2020-08-11(37)

Us2081125 2020-06-25 AMENDMENT 1 Yes Yes/
2020-08-03(33)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210109 56



ModernaTX, Inc. Page 56 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set
Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2011012 2020-05-26 AMENDMENT Yes Yes/
2020-06-30(30)
UsS2011014 2020-05-26 AMENDMENT Yes Yes/
2020-06-29(29)
US2011032 2020-05-27 AMENDMENT Yes Yes/
2020-07-01(30)
UsS2011040 2020-05-27 AMENDMENT No/ Protocol Yes/
2021-01-26(240) Deviation/ 2020-06-29(29)
SUBJECT BEGAN
TAKING
HYDROXYCHLOROQUI
NE FOR COVID-19
PREVENTION.
IMMUNOSUPPRESSAN

T DRUGS ARE
EXCLUSIONARY FOR
THIS STUDY.
SUBJECT HAS BEEN
WITHDRAWN.

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210110
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ModernaTX,

Inc.

mRNA-1273-P201

Part A end of Part A

Listing 16.2.1.1
Subject Disposition
Randomized Set

(Extraction Date:

Page 57 of 83
11JUN2021)

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2011117 2020-06-12 AMENDMENT Yes Yes/
2020-07-24(29)
US2011123* 2020-06-17 AMENDMENT Yes Yes/
2020-07-24(29)
US2011125* 2020-06-17 AMENDMENT Yes Yes/
2020-07-29(28)
UsS2011127* 2020-06-18 AMENDMENT Yes Yes/
2020-07-24(29)
US2011137* 2020-06-22 AMENDMENT Yes Yes/
2020-07-24(29)
US2011138* 2020-06-22 AMENDMENT Yes Yes/
2020-07-27(31)
US2011153* 2020-06-25 AMENDMENT Yes Yes/
2020-07-27(29)
UsS2021004 2020-05-26 AMENDMENT Yes Yes/

2020-06-26(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210111
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ModernaTX, Inc. Page 58 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
US2021012 2020-05-26 AMENDMENT 1 Yes Yes/

2020-06-29(29)

Us2021018 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-13(46)

Us2021019 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-02(35)

Us2021020 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-30(30)

Us2021045 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-29(29)

Us2021047 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-29(29)

Us2021133 2020-06-01 AMENDMENT 1 Yes Yes/
2020-07-29 (34)

Us2021190 2020-06-11 AMENDMENT 1 Yes Yes/
2020-07-29(34)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210112
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ModernaTX, Inc. Page 59 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
US2021192 2020-06-12 AMENDMENT 1 Yes Yes/

2020-07-27(32)

Us2021205* 2020-06-17 AMENDMENT 1 Yes Yes/
2020-07-31(36)

Us2021216* 2020-06-19 AMENDMENT 1 Yes Yes/
2020-08-03(33)

Us2021217* 2020-06-19 AMENDMENT 1 Yes Yes/
2020-07-29(31)

Us2021220* 2020-06-24 AMENDMENT 1 Yes Yes/
2020-07-29(31)

Us2021226 2020-06-30 AMENDMENT 1 Yes Yes/
2020-08-04 (30)

Us2031086 2020-06-08 AMENDMENT 1 Yes Yes/
2020-07-27(32)

Us2031096 2020-06-09 AMENDMENT 1 Yes Yes/
2020-07-27(32)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210113
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ModernaTX, Inc. Page 60 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2031097 2020-06-09 AMENDMENT 1 Yes Yes/

2020-08-03(35)

UsS2031104 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-31(36)

Us2031105 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-28(33)

Us2031106 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-29(34)

Us2031107 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-27(29)

Us2031108 2020-06-10 AMENDMENT 1 Yes Yes/
2020-08-03(29)

Us2031109 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-27(32)

Us2031114 2020-06-11 AMENDMENT 1 Yes Yes/
2020-07-29(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210114
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.1.1
Subject Disposition
Randomized Set

Part A end of Part A

(Extraction Date:

Page 61 of 83
11JUN2021)

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2031121 2020-06-12 AMENDMENT Yes Yes/
2020-07-28(29)
Us2031128 2020-06-23 AMENDMENT Yes Yes/
2020-07-29(29)
UsS2041094 2020-06-08 AMENDMENT Yes Yes/
2020-07-24(29)
UsS2041100 2020-06-10 AMENDMENT Yes Yes/
2020-07-28(30)
UsS2041103 2020-06-10 AMENDMENT Yes Yes/
2020-07-24(29)
US2041104 2020-06-10 AMENDMENT Yes Yes/
2020-07-24(29)
US2041106 2020-06-11 AMENDMENT No/ Withdrawal of Yes/
2021-04-19(298) Consent (Other)/ 2020-07-28(33)
SUBJECT WITHDREW
CONSENT.

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210115
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ModernaTX,

Inc.

mRNA-1273-P201

Part A end of Part A

Listing 16.2.1.1
Subject Disposition
Randomized Set

(Extraction Date:

Page 62 of 83
11JUN2021)

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2041109 2020-06-11 AMENDMENT Yes Yes/
2020-07-27(32)
UsS2041111 2020-06-11 AMENDMENT Yes Yes/
2020-07-27(29)
US2041113 2020-06-11 AMENDMENT Yes Yes/
2020-07-28(29)
UsS2041118 2020-06-11 AMENDMENT Yes Yes/
2020-07-28(30)
UsS2041119 2020-06-11 AMENDMENT Yes Yes/
2020-08-04 (30)
UsS2041127 2020-06-12 AMENDMENT Yes Yes/
2020-07-24(29)
US2041130 2020-06-15 AMENDMENT Yes Yes/
2020-07-24(29)
UsS2041139 2020-06-16 AMENDMENT Yes Yes/

2020-07-28(30)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program:

\Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210116
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ModernaTX, Inc. Page 63 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2041145 2020-06-17 AMENDMENT 1 Yes Yes/

2020-07-31(30)

Us2041150 2020-06-18 AMENDMENT 1 Yes Yes/
2020-08-03(34)

Us2041155 2020-06-29 AMENDMENT 1 Yes Yes/
2020-08-03(29)

Us2051057 2020-06-15 AMENDMENT 1 Yes Yes/
2020-07-24(29)

Us2051059 2020-06-15 AMENDMENT 1 Yes Yes/
2020-07-27(32)

UsS2051060 2020-06-16 AMENDMENT 1 Yes Yes/
2020-07-28(33)

Us2051066 2020-06-17 AMENDMENT 1 Yes Yes/
2020-07-27(29)

US2051068 2020-06-17 AMENDMENT 1 Yes Yes/
2020-07-28(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210117
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ModernaTX, Inc. Page 64 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2051071 2020-06-18 AMENDMENT 1 Yes Yes/

2020-07-27(29)

Us2051078 2020-06-22 AMENDMENT 1 Yes Yes/
2020-07-29(30)

Us2051081 2020-06-23 AMENDMENT 1 Yes Yes/
2020-07-27(29)

Us2051092 2020-06-26 AMENDMENT 1 Yes Yes/
2020-08-06(31)

Us2051093 2020-06-26 AMENDMENT 1 Yes Yes/
2020-08-04 (30)

US2051094 2020-06-29 AMENDMENT 1 Yes Yes/
2020-08-04(29)

Us2051095 2020-06-29 AMENDMENT 1 Yes Yes/
2020-07-30(29)

Us2051096 2020-06-29 AMENDMENT 1 Yes Yes/
2020-08-03(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210118
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ModernaTX, Inc. Page 65 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2051099 2020-06-29 AMENDMENT 1 Yes Yes/

2020-08-03(29)

Us2051100 2020-06-29 AMENDMENT 1 Yes Yes/
2020-08-04 (34)

Us2051103 2020-06-30 AMENDMENT 1 Yes Yes/
2020-07-30(29)

UsS2051105 2020-06-30 AMENDMENT 1 Yes Yes/
2020-07-31(30)

Us2051107 2020-06-30 AMENDMENT 1 Yes Yes/
2020-07-31(30)

Us2051109 2020-06-30 AMENDMENT 1 Yes Yes/
2020-08-04(30)

Us2061037 2020-06-09 AMENDMENT 1 Yes Yes/
2020-07-29 (34)

US2061053 2020-06-15 AMENDMENT 1 Yes Yes/
2020-07-29(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210119
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ModernaTX, Inc. Page 66 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2061057 2020-06-18 AMENDMENT 1 Yes Yes/

2020-07-29(29)

US2061064 2020-06-22 AMENDMENT 1 Yes Yes/
2020-07-28(29)

Us2061068 2020-06-24 AMENDMENT 1 Yes Yes/
2020-07-31(32)

Us2071007 2020-05-25 AMENDMENT 1 Yes Yes/
2020-07-07(36)

Us2071024 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-06(34)

Us2071025 2020-05-26 AMENDMENT 1 Yes Yes/
2020-07-08(36)

Us2071083* 2020-06-15 AMENDMENT 1 Yes Yes/
2020-07-21(26)

Us2071090 2020-06-18 AMENDMENT 1 Yes Yes/
2020-07-29(31)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210120
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ModernaTX, Inc. Page 67 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2071099 2020-06-24 AMENDMENT 1 Yes Yes/
2020-08-04(29)
UsS2071101 2020-06-25 AMENDMENT 1 No/ Lost to Follow-Up Yes/
2020-09-14(78) 2020-08-03(36)
US2071104 2020-06-26 AMENDMENT 1 Yes Yes/
2020-08-10(306)
UsS2071106 2020-07-01 AMENDMENT 1 No/ Protocol No/ Adverse Event
2021-03-17(255) Deviation/ 2020-07-11 (6) (COVID-19
SUBJECT RECEIVED Infection)

COVID VACCINE
THROUGH OUTSIDE
VENDOR WHILE
PARTICIPATING IN

THE TRIAL
Us2081003 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-29(32)
Us2081009 2020-05-27 AMENDMENT 1 Yes Yes/

2020-07-02(32)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210121
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ModernaTX, Inc. Page 68 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2081020 2020-05-28 AMENDMENT 1 Yes Yes/

2020-06-29(28)

Us2081070 2020-06-12 AMENDMENT 1 Yes Yes/
2020-07-24(29)

Us2081071 2020-06-12 AMENDMENT 1 Yes Yes/
2020-07-29(30)

Us2081085 2020-06-18 AMENDMENT 1 Yes Yes/
2020-08-11 (40)

Us2081090 2020-06-19 AMENDMENT 1 Yes Yes/
2020-08-03(34)

Us2081092 2020-06-19 AMENDMENT 1 Yes Yes/
2020-07-31(30)

Us2081100 2020-06-22 AMENDMENT 1 Yes Yes/
2020-08-03(33)

Us2081110 2020-06-23 AMENDMENT 1 Yes Yes/
2020-07-31(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210122
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ModernaTX, Inc.
mRNA-1273-P201

Listing 16.2.1.1

Subject Disposition

Randomized Set

Part A end of Part A

(Extraction Date:

Page 69 of 83
11JUN2021)

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 50 ug
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2081112 2020-06-24 AMENDMENT 1 Yes Yes/
2020-08-11 (40)
Us2081118 2020-06-24 AMENDMENT 1 Yes Yes/
2020-07-31(31)
Us2081123 2020-06-25 AMENDMENT 1 No/ Physician No/ Adverse Event
2021-02-17(233) Decision/ 2020-08-11(43) (Other) /

DR. WILLIAMS
DOES NOT FEEL
THAT SUBJECT
SHOULD RECEIVE
ANOTHER DOSE OF
STUDY VACCINE
DUE TO SAES. DR.
WILLIAMS
DETERMINED IT
WAS IN THE
SUBJECT'S BEST
INTEREST TO NO
LONGER
PARTICIPATE.

AE LOGLINE #1

* indicates re-screen subjects.

Day is defined as study day from first injection date.
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ModernaTX, Inc. Page 70 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2011004 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-29(29)

Us2011009 2020-05-26 AMENDMENT 1 No/ Physician Yes/

2021-01-06(220) Decision/ 2020-06-29(29)

SUBJECT

REQUESTED TO BE
UNBLINDED AS SHE
IS SCHEDULED TO
RECEIVE EUA
COVID-19 VACCINE
THROUGH HER
WORK. PI
UNBLINDED AND
SUBJECT WAS
WITHDRAWN FROM

STUDY.
Us2011028 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-29(29)
UsS2011113 2020-06-12 AMENDMENT 1 No/ Lost to Follow-Up Yes/
2021-02-25(239) 2020-07-30(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.
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ModernaTX, Inc. Page 71 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2011118 2020-06-12 AMENDMENT 1 Yes Yes/
2020-07-24(29)
UsS2011121 2020-06-15 AMENDMENT 1 Yes Yes/
2020-07-30(29)
US2011122 2020-06-16 AMENDMENT 1 Yes Yes/
2020-07-24(29)
UsS2011128* 2020-06-18 AMENDMENT 1 Yes Yes/
2020-07-29(30)
UsS2011139 2020-06-22 AMENDMENT 1 No/ Physician Yes/
2020-09-23(90) Decision/ 2020-07-24(29)

SUBJECT MOVED
OUT OF STATE.
PER PI, UNABLE
TO PROPERLY
FOLLOW
COMPLIANCE
REQUIREMENTS.

Us2011149* 2020-06-25 AMENDMENT 1 Yes Yes/
2020-07-27(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021
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ModernaTX,

Inc.

mRNA-1273-P201

Listing 16.2.1.1

Subject Disposition

Randomized Set

Part A end of Part A

(Extraction Date:

Page 72 of 83
11JUN2021)

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ng
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2011159 2020-06-30 AMENDMENT Yes Yes/
2020-07-30(29)
UsS2011162 2020-07-01 AMENDMENT Yes Yes/
2020-08-03(29)
UsS2021003 2020-05-26 AMENDMENT No/ Withdrawal of Yes/
2021-03-15(291) Consent (Other)/ 2020-06-30(33)
SUBJECT IS
UNABLE TO
PARTICIPATE IN
DECISION VISIT
Us2021007 2020-05-26 AMENDMENT No/ Protocol Yes/
2021-02-18(263) Deviation/ 2020-06-29(29)
VACCINATION
OUTSIDE OF STUDY
UsS2021011 2020-05-26 AMENDMENT Yes Yes/
2020-06-26(29)
Us2021031 2020-05-26 AMENDMENT Yes Yes/

2020-06-29(29)

* indicates re-screen subjects.

Day is defined as study day from first injection date.

Program:
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ModernaTX, Inc. Page 73 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2021114 2020-05-29 AMENDMENT 1 Yes Yes/

2020-07-29(34)

UsS2021115 2020-05-29 AMENDMENT 1 Yes Yes/
2020-07-31(36)

UsS2021186 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-27(32)

Us2021208* 2020-06-17 AMENDMENT 1 Yes Yes/
2020-07-29(29)

Us2021211* 2020-06-18 AMENDMENT 1 Yes Yes/
2020-07-31(30)

Us2021214* 2020-06-18 AMENDMENT 1 Yes Yes/
2020-07-24(29)

Us2021215* 2020-06-18 AMENDMENT 1 Yes Yes/
2020-08-03(36)

Us2021218* 2020-06-23 AMENDMENT 1 Yes Yes/
2020-07-31(32)

* indicates re-screen subjects.
Day is defined as study day from first injection date.
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ModernaTX, Inc. Page 74 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2021230 2020-07-01 AMENDMENT 1 No/ Protocol Yes/
2021-02-17(227) Deviation/ 2020-08-03(29)
VACCINATION

OUTSIDE OF STUDY

US2021232 2020-07-02 AMENDMENT 1 Yes Yes/
2020-08-06(32)

UsS2021234 2020-07-02 AMENDMENT 1 Yes Yes/
2020-08-04(29)

Us2031091 2020-06-08 AMENDMENT 1 Yes Yes/
2020-07-27(32)

Us2031093 2020-06-08 AMENDMENT 1 Yes Yes/
2020-07-31(31)

UsS2031101 2020-06-09 AMENDMENT 1 Yes Yes/
2020-08-03(36)

Us2031111 2020-06-10 AMENDMENT 1 Yes Yes/
2020-07-27(32)

* indicates re-screen subjects.
Day is defined as study day from first injection date.
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ModernaTX,

Inc.

mRNA-1273-P201

Part A end of Part A

Listing 16.2.1.1
Subject Disposition
Randomized Set

(Extraction Date:

Page 75 of 83
11JUN2021)

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ng
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2031112 2020-06-10 AMENDMENT Yes Yes/
2020-07-27(32)
UsS2031122 2020-06-12 AMENDMENT Yes Yes/
2020-07-29(31)
UsS2041096 2020-06-09 AMENDMENT Yes Yes/
2020-07-28(30)
Us2041107 2020-06-11 AMENDMENT Yes Yes/
2020-07-27(32)
UsS2041108 2020-06-11 AMENDMENT Yes Yes/
2020-07-27(32)
US2041112 2020-06-11 AMENDMENT Yes Yes/
2020-07-28(33)
UsS2041117 2020-06-11 AMENDMENT Yes Yes/
2020-07-28(33)
UsS2041120 2020-06-11 AMENDMENT Yes Yes/

2020-07-28(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.
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ModernaTX,

Inc.

mRNA-1273-P201

Part A end of Part A

Listing 16.2.1.1
Subject Disposition
Randomized Set

(Extraction Date:

Page 76 of 83
11JUN2021)

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ng
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2041122 2020-06-12 AMENDMENT Yes Yes/
2020-07-27(29)
UsS2041123 2020-06-12 AMENDMENT Yes Yes/
2020-07-24(29)
US2041125 2020-06-12 AMENDMENT Yes Yes/
2020-07-28(30)
Us2041126 2020-06-12 AMENDMENT Yes Yes/
2020-07-28(33)
UsS2041131 2020-06-15 AMENDMENT Yes Yes/
2020-08-10(43)
US2041136 2020-06-15 AMENDMENT Yes Yes/
2020-08-03 (34)
US2041138 2020-06-16 AMENDMENT Yes Yes/
2020-07-24(29)
UsS2041144 2020-06-16 AMENDMENT Yes Yes/

2020-07-28(33)

* indicates re-screen subjects.
Day is defined as study day from first injection date.
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ModernaTX
mRNA-1273

Cohort 2

, Inc.
-P201

Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Part A end of Part A

Page 77 of 83

(Extraction Date: 11JUN2021)

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
UsS2041149 2020-06-18 AMENDMENT Yes Yes/
2020-08-03(29)
US2051054 2020-06-11 AMENDMENT Yes Yes/
2020-07-24(29)
US2051064 2020-06-17 AMENDMENT Yes Yes/
2020-07-29(29)
UsS2051069 2020-06-18 AMENDMENT Yes Yes/
2020-07-28(33)
Us2051070 2020-06-18 AMENDMENT Yes Yes/
2020-08-03 (34)
UsS2051074 2020-06-19 AMENDMENT Yes Yes/
2020-07-28(29)
US2051075 2020-06-19 AMENDMENT No/ Withdrawal of Yes/
2021-01-11(196) Consent (Other)/ 2020-07-29(30)

WILL RECEIVE
VACCINE AT HER
JOB ON
01/19/2021

* indicates re-screen subjects.
Day is defined as study day from first injection date.
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ModernaTX, Inc. Page 78 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2051077 2020-06-22 AMENDMENT 1 Yes Yes/

2020-07-29(30)

UsS2051084 2020-06-23 AMENDMENT 1 Yes Yes/
2020-07-29(29)

Us2051085 2020-06-24 AMENDMENT 1 Yes Yes/
2020-07-30(29)

Us2051088 2020-06-25 AMENDMENT 1 Yes Yes/
2020-07-28(29)

Us2051097 2020-06-29 AMENDMENT 1 Yes Yes/
2020-08-03(29)

UsS2051101 2020-06-30 AMENDMENT 1 Yes Yes/
2020-08-10(36)

Us2051102 2020-06-30 AMENDMENT 1 Yes Yes/
2020-08-03(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.
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ModernaTX,

Inc.

mRNA-1273-P201

Part A end of Part A

Listing 16.2.1.1
Subject Disposition
Randomized Set

(Extraction Date:

Page 79 of 83
11JUN2021)

Cohort 2 (Age >= 55); Vaccination Group: mRNA-1273 100 ng
Completed Part A
of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2051104 2020-06-30 AMENDMENT No/ Lost to Follow-Up No/ Adverse Event
2020-09-02 (58) 2020-08-11 (36) (Other) /
AE #1, #2, AND
#3
Us2051106 2020-06-30 AMENDMENT Yes Yes/
2020-08-04 (30)
UsS2051108 2020-06-30 AMENDMENT Yes Yes/
2020-08-10(36)
US2051111 2020-07-01 AMENDMENT Yes Yes/
2020-08-04 (30)
UsS2061036 2020-06-09 AMENDMENT Yes Yes/
2020-07-27(32)
US2061045 2020-06-10 AMENDMENT Yes Yes/
2020-07-27(29)
US2061063 2020-06-22 AMENDMENT Yes Yes/
2020-07-28(29)
* indicates re-screen subjects.
Day is defined as study day from first injection date.
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ModernaTX, Inc. Page 80 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2071006 2020-05-25 AMENDMENT 1 Yes Yes/

2020-07-01(30)

Us2071013 2020-05-25 AMENDMENT 1 Yes Yes/
2020-07-09(38)

Us2071037 2020-05-27 AMENDMENT 1 Yes Yes/
2020-07-07(35)

Us2071043 2020-05-28 AMENDMENT 1 Yes Yes/
2020-07-06(34)

Us2071082 2020-06-15 AMENDMENT 1 Yes Yes/
2020-07-28(33)

Us2071087 2020-06-18 AMENDMENT 1 Yes Yes/
2020-07-30(35)

Us2071089* 2020-06-18 AMENDMENT 1 Yes Yes/
2020-07-29 (34)

Us2071091 2020-06-19 AMENDMENT 1 Yes Yes/
2020-07-27(32)

* indicates re-screen subjects.
Day is defined as study day from first injection date.
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ModernaTX, Inc. Page 81 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2071093 2020-06-22 AMENDMENT 1 Yes Yes/

2020-07-29(31)

Us2071095 2020-06-23 AMENDMENT 1 Yes Yes/
2020-07-28(30)

Us2071096* 2020-06-24 AMENDMENT 1 Yes Yes/
2020-08-05(35)

Us2081001 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-24(27)

Us2081002 2020-05-26 AMENDMENT 1 Yes Yes/
2020-06-25(28)

Us2081014 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-30(30)

Us2081016 2020-05-27 AMENDMENT 1 Yes Yes/
2020-06-29(29)

Us2081019 2020-05-28 AMENDMENT 1 Yes Yes/
2020-06-30(29)

* indicates re-screen subjects.
Day is defined as study day from first injection date.
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ModernaTX, Inc. Page 82 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2081035 2020-05-29 AMENDMENT 1 Yes Yes/

2020-07-01(30)

Us2081069 2020-06-11 AMENDMENT 1 Yes Yes/
2020-07-24(29)

Us2081072 2020-06-15 AMENDMENT 1 Yes Yes/
2020-07-24(29)

Us2081075 2020-06-15 AMENDMENT 1 Yes Yes/
2020-07-29(30)

Us2081076 2020-06-16 AMENDMENT 1 Yes Yes/
2020-08-05(36)

Us2081081 2020-06-17 AMENDMENT 1 Yes Yes/
2020-07-29(31)

Us2081088 2020-06-18 AMENDMENT 1 Yes Yes/
2020-08-03(33)

Us2081091 2020-06-19 AMENDMENT 1 Yes Yes/
2020-08-03(32)

* indicates re-screen subjects.
Day is defined as study day from first injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020101.sas 19JUL2021 20:30 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210136

83



ModernaTX, Inc. Page 83 of 83
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.1.1
Subject Disposition
Randomized Set

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

Completed Part A

of Study/ Date of Completed Dosing/ Primary Reason
Informed Date of Early Reason for Early Death/ Date of Dosing for Dosing
Subject Consent Protocol Discontinuation Discontinuation/ Autopsy Discontinuation/ Discontinuation/
D Date Version (Day) Specified Reason Performed? Completion (Day) Specified Reason
Us2081093 2020-06-19 AMENDMENT 1 Yes Yes/

2020-08-03(33)

Us2081099 2020-06-22 AMENDMENT 1 Yes Yes/
2020-07-29(34)

Us2081108 2020-06-23 AMENDMENT 1 Yes Yes/
2020-07-31(29)

Us2081116 2020-06-24 AMENDMENT 1 Yes Yes/
2020-07-29(31)

Us2081117 2020-06-24 AMENDMENT 1 Yes Yes/
2020-08-11(37)

Us2081120 2020-06-24 AMENDMENT 1 Yes Yes/
2020-07-29(29)

Us2081121 2020-06-24 AMENDMENT 1 Yes Yes/
2020-08-10(36)

Us2081129 2020-06-25 AMENDMENT 1 Yes Yes/
2020-08-03(33)

* indicates re-screen subjects.
Day is defined as study day from first injection date.
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