








































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Serious

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22
Reviewed for Safety. (%)(La) (b) (6) 23 Nov 2020 23:35:33
User entered 'Yes (Y)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1155 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776905



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Death

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22
Reviewed for Safety. (%)(La) (b) (6) 23 Nov 2020 23:35:33
User entered 'Yes (Y)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1156 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776906



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Life threatening

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1157 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776907



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Requires inpatient or prolongation of existing Hospitalization

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1158 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776908



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Persistent or significant disability or incapacity

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1159 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776909



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Congenital anomaly or birth defect

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1160 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776910



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Other medically important event

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1161 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776911



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Investigator's First Name

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'Veronica System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1162 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776912



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Investigator's Last Name

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'Fragoso' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1163 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776913



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: Street

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered '6550 Mapleridge Street' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1164 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776914



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: City

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'Houston' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1165 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776915



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: State

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'TX' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1166 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776916



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: Postal Code

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered '77081' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1167 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776917



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Investigator Country

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 08 Dec 2020 17:23:10
User entered 'US System 23 Nov 2020 23:35:44
PRODUCTION RELEASE (v12.003 1168 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776918



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

E2B Transmit Flag (Derived/Hidden)

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
User entered '2' System 08 Dec 2020 17:23:31
User entered '1' System 23 Nov 2020 23:35:44
PRODUCTION RELEASE (v12.003 1169 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776919



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012

Form: Safety Report Form
Generated On: 09 Jun 2021 17:07:17
SAEID

Audit

User Time (GMT)

Data hard locked.
DataPoint Verified.

User signature succeeded.
Reviewed for Safety.

User entered
'USA-US060-2020-MRNA-1273-P301000012'

(b) (4). (b) (6) 28 Apr 2021 15:18:01

03 Mar 2021 18:55:52

Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22
(%)(La), (b) (6) 23 Nov 2020 23:35:33

System 23 Nov 2020 23:35:05

PRODUCTION RELEASE (v12.003
EAB) (1725)

1170 of 1205

FDA-CBER-2022-1614-0776920



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Serious

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22
Reviewed for Safety. (%)(La) (b) (6) 23 Nov 2020 23:35:33
User entered 'Yes (Y)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1171 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776921



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Death

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22
Reviewed for Safety. (%)(La) (b) (6) 23 Nov 2020 23:35:33
User entered 'Yes (Y)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1172 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776922



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Life threatening

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1173 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776923



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Requires inpatient or prolongation of existing Hospitalization

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1174 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776924



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Persistent or significant disability or incapacity

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1175 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776925



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Congenital anomaly or birth defect

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1176 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776926



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Other medically important event

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1177 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776927



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Investigator's First Name

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'Veronica System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1178 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776928



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Investigator's Last Name

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'Fragoso' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1179 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776929



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: Street

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered '6550 Mapleridge Street' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1180 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776930



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: City

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'Houston' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1181 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776931



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: State

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'TX' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1182 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776932



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: Postal Code

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered '77081' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1183 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776933



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Investigator Country

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 08 Dec 2020 17:23:10
User entered 'US System 23 Nov 2020 23:35:44
PRODUCTION RELEASE (v12.003 1184 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776934



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

E2B Transmit Flag (Derived/Hidden)

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
User entered '2' System 08 Dec 2020 17:23:31
User entered '1' System 23 Nov 2020 23:35:44
PRODUCTION RELEASE (v12.003 1185 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776935



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form (1)

Generated On: 09 Jun 2021 17:07:17

Date of submission (Pre-filled from custom function)

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
User entered '23/Nov/2020 18:35' System 23 Nov 2020 23:35:44
PRODUCTION RELEASE (v12.003 1186 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776936



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form (1)

Generated On: 09 Jun 2021 17:07:17

Check box to submit initial and significant follow-up concerning this SAE. By checking thisbox |
hereby confirm all relevant data has been entered and reviewed to the best of my knowledge.

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01

DataPoint Verified. 03 Mar 2021 18:55:52

User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22
, (b) (4)

Reviewed for Safety. (D) (4), (b) (6) 08 Dec 2020 17:23:10

User entered '1' 23 Nov 2020 23:35:44

PRODUCTION RELEASE (v12.003

1187 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776937



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012

Form: Safety Report Form
Generated On: 09 Jun 2021 17:07:17
SAEID

Audit

User Time (GMT)

Data hard locked.
DataPoint Verified.

User signature succeeded.
Reviewed for Safety.

User entered
'USA-US060-2020-MRNA-1273-P301000012'

(b) (4), (b) (6) 28 Apr 2021 15:18:01

03 Mar 2021 18:55:52

Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22
(%)( L&), (b) (6) 23 Nov 2020 23:35:33

System 23 Nov 2020 23:35:05

PRODUCTION RELEASE (v12.003
EAB) (1725)

1188 of 1205

FDA-CBER-2022-1614-0776938



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Serious

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22
Reviewed for Safety. (%)(La) (b) (6) 23 Nov 2020 23:35:33
User entered 'Yes (Y)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1189 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776939



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Death

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22
Reviewed for Safety. (%)(La) (b) (6) 23 Nov 2020 23:35:33
User entered 'Yes (Y)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1190 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776940



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Life threatening

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1191 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776941



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Requires inpatient or prolongation of existing Hospitalization

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1192 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776942



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Persistent or significant disability or incapacity

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1193 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776943



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Congenital anomaly or birth defect

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1194 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776944



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Other medically important event

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'No (N)' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1195 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776945



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Investigator's First Name

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'Veronica System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1196 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776946



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Investigator's Last Name

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'Fragoso' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1197 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776947



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: Street

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered '6550 Mapleridge Street’ System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1198 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776948



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: City

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'Houston' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1199 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776949



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: State

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered 'TX' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1200 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776950



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Site Address: Postal Code

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 23 Nov 2020 23:35:33
User entered '77081' System 23 Nov 2020 23:35:05
PRODUCTION RELEASE (v12.003 1201 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776951



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

Investigator Country

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
Reviewed for Safety. (b) (4), (b) (6) 08 Dec 2020 17:23:10
User entered 'US System 23 Nov 2020 23:35:44
PRODUCTION RELEASE (v12.003 1202 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776952



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form

Generated On: 09 Jun 2021 17:07:17

E2B Transmit Flag (Derived/Hidden)

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
User entered '2' System 08 Dec 2020 17:23:31
User entered '1' System 23 Nov 2020 23:35:44
PRODUCTION RELEASE (v12.003 1203 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776953



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form (2)

Generated On: 09 Jun 2021 17:07:17

Date of submission (Pre-filled from custom function)

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

(b) (4)
User entered '08/Dec/2020 12:23' System 08 Dec 2020 17:23:31
PRODUCTION RELEASE (v12.003 1204 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776954



US3322199

Folder: SAE USA-US060-2020-M RNA-1273-P301000012
Form: Safety Report Form (2)

Generated On: 09 Jun 2021 17:07:17

Check box to submit initial and significant follow-up concerning this SAE. By checking thisbox |
hereby confirm all relevant data has been entered and reviewed to the best of my knowledge.

Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 28 Apr 2021 15:18:01
DataPoint Verified. 03 Mar 2021 18:55:52
User signature succeeded. Veronica Fragoso (b) (4) 26 Feb 2021 03:29:22

, (b) (4)
Reviewed for Safety. (D) (4), (b) (6) 08 Dec 2020 17:28:29
User entered '1' 08 Dec 2020 17:23:31
PRODUCTION RELEASE (v12.003 1205 of 1205
EAB) (1725)

FDA-CBER-2022-1614-0776955





