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ModernaTX, Inc.
mRNA-1273-P201

Page 1 of 27
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
UsS2011030 CHEMILUMINESCENCE Screening 2020-05-27 10:18 (-6) NEGATIVE
Choriogonadotropin Beta
ELECTROCHEMILUMINESCENT Screening 2020-05-27 10:18 (-6) <0.1
Choriogonadotropin Beta (IU/L)
Us2011042 Choriogonadotropin Beta Screening 2020-05-27 (-12) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-06 (29) NEGATIVE
US2011060 Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-06-30 (29) NEGATIVE
US2011064 Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-07-01 (30) NEGATIVE
UsS2021073 Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-06-30 (29) NEGATIVE
US2021096 Choriogonadotropin Beta Screening 2020-05-28 (-6) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-02 (30) NEGATIVE
UsS2021107 Choriogonadotropin Beta Screening 2020-05-28 (-6) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-02 (30) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210906



ModernaTX, Inc.
mRNA-1273-P201

Page 2 of 27
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
Us2021107 Choriogonadotropin Beta Unscheduled 2020-09-11 (72) NEGATIVE
USs2021138 Choriogonadotropin Beta Screening 2020-06-01 (-3) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-06 (33) NEGATIVE
Unscheduled 2021-02-08 (218) NEGATIVE
UsS2021144 Choriogonadotropin Beta Screening 2020-06-02 (-3) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-06 (32) NEGATIVE
Unscheduled 2020-07-31 (26) NEGATIVE
US2021162 Choriogonadotropin Beta Screening 2020-06-03 (-5) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
UsS2021175 Choriogonadotropin Beta Screening 2020-06-04 (-4) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-08 (31) NEGATIVE
US2031001 Choriogonadotropin Beta Screening 2020-05-26 (-3) NEGATIVE
Day 1 2020-05-29 (1) NEGATIVE
UsS2031014 Choriogonadotropin Beta Screening 2020-05-26 (-3) NEGATIVE
Day 1 2020-05-29 (1) NEGATIVE
Day 29 2020-06-29 (32) NEGATIVE
US2031023 Choriogonadotropin Beta Screening 2020-05-26 (-3) NEGATIVE
Day 1 2020-05-29 (1) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210907



ModernaTX, Inc.
mRNA-1273-P201

Page 3 of 27
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
UsS2031023 Choriogonadotropin Beta Day 29 2020-07-02 (35) NEGATIVE
Us2031041 Choriogonadotropin Beta Screening 2020-05-27 (-6) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
UsS2031049 Choriogonadotropin Beta Screening 2020-05-28 (-4) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-07-01 (31) NEGATIVE
UsS2031058 Choriogonadotropin Beta Screening 2020-05-28 (-4) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
UsS2031071 Choriogonadotropin Beta Screening 2020-05-29 (-6) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-02 (29) NEGATIVE
Us2031074 Choriogonadotropin Beta Screening 2020-05-29 (-4) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Us2031081 Choriogonadotropin Beta Screening 2020-06-02 (-2) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-02 (29) NEGATIVE
UsS2041005 Choriogonadotropin Beta Screening 2020-05-26 (-3) NEGATIVE
Day 1 2020-05-29 (1) NEGATIVE
Day 29 2020-06-26 (29) NEGATIVE
US2041022 Choriogonadotropin Beta Screening 2020-05-27 (-9) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210908



ModernaTX, Inc.
mRNA-1273-P201

Page 4 of 27
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
UsS2041022 Choriogonadotropin Beta Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-06 (32) NEGATIVE
UsS2041042 Choriogonadotropin Beta Screening 2020-05-27 (-5) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-07-06 (36) NEGATIVE
UsS2041043 Choriogonadotropin Beta Screening 2020-05-28 (-6) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
US2041059 Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
US2041062 Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-06-30 (29) NEGATIVE
UsS2041078 Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
US2041086 Choriogonadotropin Beta Screening 2020-06-05 (-3) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-06 (29) NEGATIVE
UsS2051022 CHEMILUMINESCENCE Screening 2020-05-28 08:51 (-6) NEGATIVE

Choriogonadotropin Beta

Choriogonadotropin Beta Screening 2020-05-28 (-6) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-07 (35) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210909



ModernaTX, Inc.
mRNA-1273-P201

Page 5 of 27
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
US2051022 ELECTROCHEMILUMINESCENT Screening 2020-05-28 08:51 (-6) 0.2
Choriogonadotropin Beta (IU/L)
UsS2051035 CHEMILUMINESCENCE Screening 2020-05-28 15:20 (-7) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-28 (=7) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-08 (35) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-28 15:20 (=7) <0.1
Choriogonadotropin Beta (IU/L)
UsS2061003 CHEMILUMINESCENCE Screening 2020-05-28 10:42 (-7) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-28 (=7) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-06 (33) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-28 10:42 (-7) <0.1
Choriogonadotropin Beta (IU/L)
US2061015 Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-06 (34) NEGATIVE
US2061018 Choriogonadotropin Beta Screening 2020-05-29 (-7) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-08 (34) NEGATIVE
UsS2071044 Choriogonadotropin Beta Screening 2020-05-28 (-11) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210910



ModernaTX, Inc.
mRNA-1273-P201

Page 6 of 27
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
UsS2071044 Choriogonadotropin Beta Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-09 (32) NEGATIVE
UsS2071046 Choriogonadotropin Beta Screening 2020-05-28 (=7) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-07 (34) NEGATIVE
UsS2071049 Choriogonadotropin Beta Screening 2020-05-29 (-6) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-08 (35) NEGATIVE
UsS2071059 Choriogonadotropin Beta Screening 2020-06-01 (=7) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-07 (30) NEGATIVE
UsS2071064 Choriogonadotropin Beta Screening 2020-06-01 (-4) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-09 (35) NEGATIVE
UsS2071072 Choriogonadotropin Beta Screening 2020-06-02 (-3) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-06 (32) NEGATIVE
UsS2081033 Choriogonadotropin Beta Unscheduled 2020-06-17 (16) NEGATIVE
Day 29 2020-07-07 (36) NEGATIVE
UsS2081049 CHEMILUMINESCENCE Screening 2020-06-02 10:49 (-7) NEGATIVE
Choriogonadotropin Beta

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210911



ModernaTX, Inc.
mRNA-1273-P201

Page 7 of 27
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
Us2081049 Choriogonadotropin Beta Screening 2020-06-02 (=7) NEGATIVE
Day 1 2020-06-09 (1) NEGATIVE
Day 29 2020-07-08 (30) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-06-02 10:49 (-7) 0.4
Choriogonadotropin Beta (IU/L)
Us2081058 Choriogonadotropin Beta Screening 2020-06-04 (-4) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-06 (29) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210912



ModernaTX, Inc.
mRNA-1273-P201

Page 8 of 27
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
UsS2011020 Choriogonadotropin Beta Screening 2020-05-26 (-6) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-07-01 (31) NEGATIVE
UsS2011029 Choriogonadotropin Beta Screening 2020-05-27 (-5) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-29 (29) NEGATIVE
Us2011048 Choriogonadotropin Beta Screening 2020-05-27 (-5) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-29 (29) NEGATIVE
Us2011051 Choriogonadotropin Beta Screening 2020-05-27 (-6) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-07-06 (35) NEGATIVE
US2011055 Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-06-30 (29) NEGATIVE
US2011093 Choriogonadotropin Beta Screening 2020-06-02 (-6) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-06 (29) NEGATIVE
US2011095 Choriogonadotropin Beta Screening 2020-06-03 (-2) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-06 (32) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date:

10JUN2021

FDA-CBER-2022-1614-3210913



ModernaTX, Inc.

Page 9 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 50 ug
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
UsS2021058 Choriogonadotropin Beta Screening 2020-05-27 (-9) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-07 (33) NEGATIVE
UsS2021064 CHEMILUMINESCENCE Screening 2020-05-27 15:22 (-12) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-27 (-12) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-09 (32) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-27 15:22 (-12) <0.1
Choriogonadotropin Beta (IU/L)
US2021166 Choriogonadotropin Beta Screening 2020-06-03 (-2) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-07 (33) NEGATIVE
Unscheduled 2021-03-18 (255) NEGATIVE
Us2021167 Choriogonadotropin Beta Screening 2020-06-03 (-5) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-07 (30) NEGATIVE
UsS2021179 Choriogonadotropin Beta Screening 2020-06-05 (-3) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-07 (30) NEGATIVE
US2031002 Choriogonadotropin Beta Screening 2020-05-26 (-3) NEGATIVE
Day 1 2020-05-29 (1) NEGATIVE
Day 29 2020-06-29 (32) NEGATIVE
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210914
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ModernaTX, Inc. Page 10 of 27
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
UsS2031030 Choriogonadotropin Beta Screening 2020-05-27 (=7) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-01 (29) NEGATIVE
UsS2031042 Choriogonadotropin Beta Screening 2020-05-27 (-8) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-06 (33) NEGATIVE
US2031051 Choriogonadotropin Beta Screening 2020-05-28 (-4) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-29 (29) NEGATIVE
US2031066 Choriogonadotropin Beta Screening 2020-05-29 (-4) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
UsS2031072 Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
US2031080 Choriogonadotropin Beta Screening 2020-06-02 (-2) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-02 (29) NEGATIVE
UsS2041003 Choriogonadotropin Beta Screening 2020-05-26 (-7) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-06-30 (29) NEGATIVE
Us2041006 Choriogonadotropin Beta Screening 2020-05-26 (-7) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210915



ModernaTX, Inc.
mRNA-1273-P201

Page 11 of 27
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
US2041006 Choriogonadotropin Beta Day 29 2020-07-02 (31) NEGATIVE
Us2041007 Choriogonadotropin Beta Screening 2020-05-26 (-6) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-29 (29) NEGATIVE
Us2041012 Choriogonadotropin Beta Screening 2020-05-26 (-7) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-07-07 (36) NEGATIVE
US2041023 Choriogonadotropin Beta Screening 2020-05-27 (-5) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-29 (29) NEGATIVE
UsS2041027 Choriogonadotropin Beta Screening 2020-05-27 (-5) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-29 (29) NEGATIVE
UsS2041030 Choriogonadotropin Beta Screening 2020-05-27 (-5) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-30 (30) NEGATIVE
US2041036 Choriogonadotropin Beta Screening 2020-05-27 (-6) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-06-30 (29) NEGATIVE
Us2041049 Choriogonadotropin Beta Screening 2020-05-28 (=7) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210916



ModernaTX, Inc.

Page 12 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 50 ug
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
UsS2041049 Choriogonadotropin Beta Day 29 2020-07-14 (41) NEGATIVE
US2041051 Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-06-30 (29) NEGATIVE
US2041055 Choriogonadotropin Beta Screening 2020-05-28 (-6) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
UsS2041064 Choriogonadotropin Beta Screening 2020-05-28 (-11) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-14 (37) NEGATIVE
UsS2041071 Choriogonadotropin Beta Screening 2020-05-29 (-4) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-07-06 (35) NEGATIVE
Us2041077 Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-01 (29) NEGATIVE
US2041091 CHEMILUMINESCENCE Unscheduled 2020-06-08 14:26 (-2) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-06-05 (-5) NEGATIVE
Day 1 2020-06-10 (1) NEGATIVE
Day 29 2020-07-10 (31) NEGATIVE
ELECTROCHEMILUMINESCENT Unscheduled 2020-06-08 14:26 (-2) <0.1
Choriogonadotropin Beta (IU/L)
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210917
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ModernaTX, Inc. Page 13 of 27
mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
US2041092 Choriogonadotropin Beta Screening 2020-06-05 (-3) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-14 (37) NEGATIVE
UsS2051008 CHEMILUMINESCENCE Screening 2020-05-26 14:35 (-3) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-26 (-3) NEGATIVE
Day 1 2020-05-29 (1) NEGATIVE
Day 29 2020-06-30 (33) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-26 14:35 (-3) <0.1
Choriogonadotropin Beta (IU/L)
Us2051010 CHEMILUMINESCENCE Screening 2020-05-27 10:36 (-6) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-27 (-6) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-06-30 (29) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-27 10:36 (-6) <0.1
Choriogonadotropin Beta (IU/L)
UsS2051018 CHEMILUMINESCENCE Screening 2020-05-27 15:13 (-12) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-27 (-12) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-07 (30) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-27 15:13 (-12) <0.1

Choriogonadotropin Beta (IU/L)

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210918



ModernaTX, Inc.

Page 14 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 50 ug
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
UsS2051027 CHEMILUMINESCENCE Screening 2020-05-28 11:12 (-11) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-28 (-11) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-07 (30) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-28 11:12 (-11) <0.1
Choriogonadotropin Beta (IU/L)
UsS2051032 CHEMILUMINESCENCE Screening 2020-05-28 14:01 (-5) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Unscheduled 2020-07-01 (2) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-28 14:01 (-5) <0.1
Choriogonadotropin Beta (IU/L)
UsS2051033 CHEMILUMINESCENCE Screening 2020-05-28 14:13 (=7) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-28 (-7) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-07 (34) NEGATIVE
Unscheduled 2020-07-10 (4) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-28 14:13 (-=7) <0.1
Choriogonadotropin Beta (IU/L)
UsS2051038 CHEMILUMINESCENCE Screening 2020-05-29 08:50 (-5) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210919
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ModernaTX, Inc.

Page 15 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 50 ug
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
UsS2051038 Choriogonadotropin Beta Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-02 (30) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-29 08:50 (-5) <0.1
Choriogonadotropin Beta (IU/L)
US2051043 CHEMILUMINESCENCE Screening 2020-05-29 13:57 (-5) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-01 (29) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-29 13:57 (-5) <0.1
Choriogonadotropin Beta (IU/L)
UsS2051048 Choriogonadotropin Beta Day 1 2020-06-09 (1) NEGATIVE
Day 29 2020-07-10 (32) NEGATIVE
US2061001 CHEMILUMINESCENCE Screening 2020-05-28 09:31 (-7) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-28 (=7) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-10 (37) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-28 09:31 (-7) <0.1
Choriogonadotropin Beta (IU/L)
US2061006 CHEMILUMINESCENCE Screening 2020-05-28 12:02 (-6) NEGATIVE
Choriogonadotropin Beta
ELECTROCHEMILUMINESCENT Screening 2020-05-28 12:02 (-6) <0.1
Choriogonadotropin Beta (IU/L)
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210920
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ModernaTX, Inc.
mRNA-1273-P201

Page 16 of 27
Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
US2061009 Choriogonadotropin Beta Screening 2020-05-28 (-6) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-07 (35) NEGATIVE
US2061011 Choriogonadotropin Beta Screening 2020-05-28 (-6) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-06 (34) NEGATIVE
Us2071001 Choriogonadotropin Beta Screening 2020-05-22 (=7) NEGATIVE
Day 1 2020-05-29 (1) NEGATIVE
Day 29 2020-06-30 (33) NEGATIVE
UsS2071003 Choriogonadotropin Beta Screening 2020-05-22 (-10) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-30 (30) NEGATIVE
UsS2071030 Choriogonadotropin Beta Screening 2020-05-26 (-8) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-06 (34) NEGATIVE
Us2071067 Choriogonadotropin Beta Screening 2020-06-01 (-4) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-08 (34) NEGATIVE
Us2071081 Choriogonadotropin Beta Screening 2020-06-05 (-3) NEGATIVE
Day 29 2020-07-07 (30) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date:

FDA-CBER-2022-1614-3210921

10JUN2021
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ModernaTX, Inc.

mRNA-1273-P201 Part A end of Part A

Listing 16.2.8.5
Pregnancy Test Results
Safety Set

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

Page 17 of 27
(Extraction Date: 11JUN2021)

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
UsS2081039 CHEMILUMINESCENCE Screening 2020-06-01 10:55 (-7) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-06-01 (=7) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-08 (31) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-06-01 10:55 (-7) 0.1
Choriogonadotropin Beta (IU/L)
UsS2081059 Choriogonadotropin Beta Screening 2020-06-04 (-4) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-13 (36) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210922
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ModernaTX, Inc.

Page 18 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 100 pg
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
UsS2011046 Choriogonadotropin Beta Screening 2020-05-27 (-6) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-07-01 (30) NEGATIVE
Us2011080 Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-01 (29) NEGATIVE
US2011085 Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-01 (29) NEGATIVE
Us2011089 Choriogonadotropin Beta Screening 2020-06-01 (-4) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-10 (36) NEGATIVE
US2021059 Choriogonadotropin Beta Screening 2020-05-27 (-6) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-07-02 (31) NEGATIVE
US2021063 Choriogonadotropin Beta Screening 2020-05-27 (-8) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-07 (34) NEGATIVE
Unscheduled 2021-01-28 (206) NEGATIVE
UsS2021074 Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-07-07 (36) NEGATIVE
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210923
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ModernaTX, Inc.

Page 19 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 100 ug
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
UsS2021093 Choriogonadotropin Beta Screening 2020-05-28 (-6) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-06 (34) NEGATIVE
UsS2021101 Choriogonadotropin Beta Screening 2020-05-28 (-11) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-09 (32) NEGATIVE
UsS2021121 Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-01 (29) NEGATIVE
US2021145 Choriogonadotropin Beta Screening 2020-06-02 (-2) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-09 (36) NEGATIVE
UsS2021154 Choriogonadotropin Beta Screening 2020-06-03 (-2) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-08 (34) NEGATIVE
UsS2021164 Choriogonadotropin Beta Screening 2020-06-03 (-5) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-08 (31) NEGATIVE
Us2021182 Choriogonadotropin Beta Screening 2020-06-05 (-3) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-07 (30) NEGATIVE
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210924
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ModernaTX, Inc.

Page 20 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 100 ug
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
UsS2031012 Choriogonadotropin Beta Screening 2020-05-26 (-6) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-29 (29) NEGATIVE
UsS2031013 Choriogonadotropin Beta Screening 2020-05-26 (=7) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-06-30 (29) NEGATIVE
Us2031026 Choriogonadotropin Beta Screening 2020-05-27 (-2) NEGATIVE
Day 1 2020-05-29 (1) NEGATIVE
Day 29 2020-06-26 (29) NEGATIVE
Us2031035 Choriogonadotropin Beta Screening 2020-05-27 (-5) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Us2031047 Choriogonadotropin Beta Screening 2020-05-27 (-5) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-29 (29) NEGATIVE
US2031050 Choriogonadotropin Beta Screening 2020-05-28 (-6) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-01 (29) NEGATIVE
US2031060 Choriogonadotropin Beta Screening 2020-05-28 (=7) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-02 (29) NEGATIVE
US2031062 Choriogonadotropin Beta Screening 2020-05-28 (=7) NEGATIVE
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210925
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ModernaTX, Inc.

Page 21 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 100 ug
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
UsS2031062 Choriogonadotropin Beta Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-02 (29) NEGATIVE
UsS2031079 Choriogonadotropin Beta Screening 2020-06-02 (-2) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-02 (29) NEGATIVE
UsS2041010 Choriogonadotropin Beta Screening 2020-05-26 (-3) NEGATIVE
Day 1 2020-05-29 (1) NEGATIVE
Day 29 2020-06-29 (32) NEGATIVE
UsS2041048 Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-07-01 (30) NEGATIVE
US2041060 Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-07-01 (30) NEGATIVE
UsS2041079 Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-07 (35) NEGATIVE
UsS2041080 Choriogonadotropin Beta Screening 2020-05-29 (-5) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-01 (29) NEGATIVE
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210926
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ModernaTX, Inc.

Page 22 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 100 pg
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
UsS2051002 CHEMILUMINESCENCE Screening 2020-05-26 10:06 (-7) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-26 (=7) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Day 29 2020-07-02 (31) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-26 10:06 (=7) <0.1
Choriogonadotropin Beta (IU/L)
UsS2051019 CHEMILUMINESCENCE Screening 2020-05-27 15:35 (-13) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-27 (-13) NEGATIVE
Day 1 2020-06-09 (1) NEGATIVE
Day 29 2020-07-07 (29) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-27 15:35 (-13) <0.1
Choriogonadotropin Beta (IU/L)
UsS2051020 CHEMILUMINESCENCE Screening 2020-05-27 16:00 (-8) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-27 (-8) NEGATIVE
Day 1 2020-06-04 (1) NEGATIVE
Day 29 2020-07-02 (29) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-27 16:00 (-8) 0.5
Choriogonadotropin Beta (IU/L)
Us2051024 CHEMILUMINESCENCE Screening 2020-05-28 10:00 (-5) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-28 (-5) NEGATIVE
Day 1 2020-06-02 (1) NEGATIVE
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210927
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ModernaTX,

Inc.

Page 23 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 100 ug
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
UsS2051024 Choriogonadotropin Beta Day 29 2020-07-07 (36) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-28 10:00 (-5) <0.1
Choriogonadotropin Beta (IU/L)
US2051025 CHEMILUMINESCENCE Screening 2020-05-28 10:37 (-8) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-28 (-8) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-09 (35) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-28 10:37 (-8) <0.1
Choriogonadotropin Beta (IU/L)
UsS2051030 CHEMILUMINESCENCE Screening 2020-05-28 13:11 (-6) NEGATIVE
Choriogonadotropin Beta
Choriogonadotropin Beta Screening 2020-05-28 (-6) NEGATIVE
Day 1 2020-06-03 (1) NEGATIVE
Day 29 2020-07-06 (34) NEGATIVE
ELECTROCHEMILUMINESCENT Screening 2020-05-28 13:11 (-6) <0.1
Choriogonadotropin Beta (IU/L)
Us2061023 Choriogonadotropin Beta Screening 2020-05-29 (-7) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-06 (32) NEGATIVE
UsS2061027 Choriogonadotropin Beta Screening 2020-06-02 (-3) NEGATIVE
Day 1 2020-06-05 (1) NEGATIVE
Day 29 2020-07-08 (34) NEGATIVE
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210928
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ModernaTX, Inc.

Page 24 of 27

mRNA-1273-P201 Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5
Pregnancy Test Results
Safety Set
Cohort 1 (Age >= 18 and age < 55); Vaccination Group: mRNA-1273 100 ug
Date of Test
Subject ID Test Performed Visit (Relative Day) Result
Us2071002 Choriogonadotropin Beta Screening 2020-05-22 (-10) NEGATIVE
Day 1 2020-06-01 (1) NEGATIVE
Day 29 2020-06-30 (30) NEGATIVE
Us2071073 Choriogonadotropin Beta Screening 2020-06-02 (-6) NEGATIVE
Day 1 2020-06-08 (1) NEGATIVE
Day 29 2020-07-07 (30) NEGATIVE
Relative day is defined as days from the most recent injection date.
Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210929
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ModernaTX, Inc.

Page 25 of 27
mRNA-1273-P201

Part A end of Part A (Extraction Date: 11JUN2021)
Listing 16.2.8.5

Pregnancy Test Results
Safety Set

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

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
US2061046 CHEMILUMINESCENCE Screening 2020-06-11 10:47 (-18) INCONCLUSIVE
Choriogonadotropin Beta
ELECTROCHEMILUMINESCENT Screening 2020-06-11 10:47 (-18) 2.3

Choriogonadotropin Beta (IU/L)

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210930 26



ModernaTX, Inc.
mRNA-1273-P201

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

Part A end of Part A

Listing 16.2.8.5
Pregnancy Test Results

Safety Set

mRNA-1273 50 ug

Page 26 of 27
(Extraction Date: 11JUN2021)

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
US2031104 Choriogonadotropin Beta Screening 2020-06-10 (-16) NEGATIVE
Day 1 2020-06-26 (1) NEGATIVE
Day 29 2020-07-31 (36) NEGATIVE
UsS2041109 CHEMILUMINESCENCE Screening 2020-06-11 10:10 (-15) INCONCLUSIVE
Choriogonadotropin Beta
ELECTROCHEMILUMINESCENT Screening 2020-06-11 10:10 (-15) 1.0

Choriogonadotropin Beta (IU/L)

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210931
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ModernaTX, Inc.
mRNA-1273-P201
Listing 16.2.8.5
Pregnancy Test Results
Safety Set

Cohort 2 (Age >= 55);

Vaccination Group: mRNA-1273 100 ng

Part A end of Part A

Page 27 of 27
(Extraction Date: 11JUN2021)

Date of Test

Subject ID Test Performed Visit (Relative Day) Result
UsS2041123 CHEMILUMINESCENCE Screening 2020-06-12 09:18 (-14) INCONCLUSIVE
Choriogonadotropin Beta
ELECTROCHEMILUMINESCENT Screening 2020-06-12 09:18 (-14) 1.4
Choriogonadotropin Beta (IU/L)
Us2041125 CHEMILUMINESCENCE Screening 2020-06-12 11:30 (-17) INCONCLUSIVE
Choriogonadotropin Beta
ELECTROCHEMILUMINESCENT Screening 2020-06-12 11:30 (-17) 6.5
Choriogonadotropin Beta (IU/L)
UsS2041126 CHEMILUMINESCENCE Screening 2020-06-12 12:00 (-14) INCONCLUSIVE
Choriogonadotropin Beta
ELECTROCHEMILUMINESCENT Screening 2020-06-12 12:00 (-14) 3.6
Choriogonadotropin Beta (IU/L)
Us2081076 Choriogonadotropin Beta Screening 2020-06-16 (-15) NEGATIVE
Unscheduled 2020-07-09 (9 NEGATIVE
Day 29 2020-08-05 (36) NEGATIVE
Us2081099 Choriogonadotropin Beta Screening 2020-06-22 (-4) NEGATIVE

Relative day is defined as days from the most recent injection date.

Program: \Moderna MODMRNA1273P201\Part A end of Part A\TLF\116020805.sas 19JUL2021 20:33 Database Lock Date: 10JUN2021

FDA-CBER-2022-1614-3210932

28





