





























































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































US3032320

Folder: End of Study (1)

Form: End of Study / Study Discontinuation
Generated On: 11 Aug 2021 21:55:41
Reason for discontinuation

Audit User Time (GMT)

User opened query '<br />Per CDM: per Sponsor (b) (4), (b) (6) 07 Apr 2021 05:38:07
review, subject took a vaccine outside of the study.

Please agree to update the Reason for discontinuation

to Protocol Deviation.<br />' (Site from DM).

User signature succeeded. Keith Vrbicky (b) (4) 04 Mar 2021 16:05:46
(b) (4)
User entered 'Other (OTHER)' Samantha Wieseler (0) (4) 25 Feb 2021 23:48:52
(b) (4)
PRODUCTION RELEASE (v12.003 970 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169691



US3032320

Folder: End of Study (1)

Form: End of Study / Study Discontinuation
Generated On: 11 Aug 2021 21:55:41

If reason is AE, SAE, Physician Decision, Withdrawal of consent by participant, Protocol deviation, or
Other, specify

Audit User Time (GMT)
Data hard locked. (b) (), (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 04 Mar 2021 16:05:46

(b) (4)
User entered 'Subject received vaccine through work.'Samantha Wieseler (0) (4) 25 Feb 2021 23:48:52

(b) (4)

PRODUCTION RELEASE (v12.003 971 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169692



US3032320

Folder: End of Study (1)

Form: End of Study / Study Discontinuation
Generated On: 11 Aug 2021 21:55:41

If reason for discontinuation is Death, main cause of death

Audit User Time (GMT)
Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 04 Mar 2021 16:05:46

(b) (4)
User entered empty. Samantha Wieseler (0) (4) 25 Feb 2021 23:48:52

(b) (4)

PRODUCTION RELEASE (v12.003 972 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169693



US3032320

Folder: End of Study (1)

Form: End of Study / Study Discontinuation
Generated On: 11 Aug 2021 21:55:41

If main cause of death is Other, specify

Audit

User Time (GMT)

Data hard locked.
User signature succeeded.

User entered empty.

(b) @), (b) (6) 26 Apr 2021 19:48:48

Keith Vrbicky (6)(#) 04 Mar 2021 16:05:46
(b) (4)
Samantha Wieseler (b) (4) 25 Feb 2021 23:48:52
(b) (4)

PRODUCTION RELEASE (v12.003
EAB) (1725)

973 of 1027

FDA-CBER-2022-1614-0169694



US3032320

Folder: End of Study (1)

Form: End of Study / Study Discontinuation
Generated On: 11 Aug 2021 21:55:41

Date of death (dd MMM yyyy)
Audit User Time (GMT)
Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48

User signature succeeded.

User entered empty.

Keith Vrbicky (6)(#) 04 Mar 2021 16:05:46
(b) (4)
Samantha Wieseler (b) (4) 25 Feb 2021 23:48:52
(b) (4)

PRODUCTION RELEASE (v12.003
EAB) (1725)

974 of 1027

FDA-CBER-2022-1614-0169695



US3032320

Folder: End of Study (1)

Form: End of Study / Study Discontinuation
Generated On: 11 Aug 2021 21:55:41

Was autopsy performed?
Audit User Time (GMT)
Data hard locked. (b) @), (b) (6) 26 Apr 2021 19:48:48

User signature succeeded.

User entered empty.

Keith Vrbicky (6)(#) 04 Mar 2021 16:05:46
(b) (4)
Samantha Wieseler (b) (4) 25 Feb 2021 23:48:52
(b) (4)

PRODUCTION RELEASE (v12.003
EAB) (1725)

975 of 1027

FDA-CBER-2022-1614-0169696



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

SAEID

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered System 16 Sep 2020 12:29:38

'USA-US032-2020-M RNA-1273-P301000004'

PRODUCTION RELEASE (v12.003
EAB) (1725)

976 of 1027

FDA-CBER-2022-1614-0169697



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Serious

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘(13) (4). (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

977 of 1027

FDA-CBER-2022-1614-0169698



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Death

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

978 of 1027

FDA-CBER-2022-1614-0169699



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Life threatening

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

979 of 1027

FDA-CBER-2022-1614-0169700



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Requires inpatient or prolongation of existing Hospitalization

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

980 of 1027

FDA-CBER-2022-1614-0169701



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Persistent or significant disability or incapacity

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

981 of 1027

FDA-CBER-2022-1614-0169702



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Congenital anomaly or birth defect

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

982 of 1027

FDA-CBER-2022-1614-0169703



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Other medically important event

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

983 of 1027

FDA-CBER-2022-1614-0169704



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Investigator's First Name

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'Keith' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

984 of 1027

FDA-CBER-2022-1614-0169705



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Investigator's Last Name

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'Vrbicky' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

985 of 1027

FDA-CBER-2022-1614-0169706



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Site Address: Street

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 986 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169707



US3032320
Folder: SAE USA-US032-2020-M RNA-1273-P301000004

Form: Safety Report Form
Generated On: 11 Aug 2021 21:55:41
Site Address: City

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 987 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169708



US3032320
Folder: SAE USA-US032-2020-M RNA-1273-P301000004

Form: Safety Report Form
Generated On: 11 Aug 2021 21:55:41
Site Address: State

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 988 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169709



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Site Address: Postal Code

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 989 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169710



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Investigator Country

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48

User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
(b) (4)

Amendment Manager: Data point set to conformant. System 19 Sep 2020 02:20:12

Reviewed for Safety. (b) (4). (b) (6) 18 Sep 2020 16:40:12

User entered 'US' (non-conformant). System 16 Sep 2020 12:34:35

PRODUCTION RELEASE (v12.003
EAB) (1725)

990 of 1027

FDA-CBER-2022-1614-0169711



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

E2B Transmit Flag (Derived/Hidden)

Audit User Time (GMT)

Data hard locked. (b) @), (b) (6) 26 Apr 2021 19:48:48

User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
(b) (4)

User entered '2' System 18 Sep 2020 16:40:24

User entered '1' System 16 Sep 2020 12:34:35

PRODUCTION RELEASE (v12.003
EAB) (1725)

991 of 1027

FDA-CBER-2022-1614-0169712



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

SAEID

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered System 16 Sep 2020 12:29:38

'USA-US032-2020-M RNA-1273-P301000004'

PRODUCTION RELEASE (v12.003
EAB) (1725)

992 of 1027

FDA-CBER-2022-1614-0169713



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Serious

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘(13) (4). (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

993 of 1027

FDA-CBER-2022-1614-0169714



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Death

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

994 of 1027

FDA-CBER-2022-1614-0169715



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Life threatening

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

995 of 1027

FDA-CBER-2022-1614-0169716



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Requires inpatient or prolongation of existing Hospitalization

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

996 of 1027

FDA-CBER-2022-1614-0169717



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Persistent or significant disability or incapacity

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

997 of 1027

FDA-CBER-2022-1614-0169718



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Congenital anomaly or birth defect

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

998 of 1027

FDA-CBER-2022-1614-0169719



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Other medically important event

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

999 of 1027

FDA-CBER-2022-1614-0169720



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Investigator's First Name

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'Keith' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1000 of 1027

FDA-CBER-2022-1614-0169721



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Investigator's Last Name

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'Vrbicky' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1001 of 1027

FDA-CBER-2022-1614-0169722



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Site Address: Street

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 1002 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169723



US3032320
Folder: SAE USA-US032-2020-M RNA-1273-P301000004

Form: Safety Report Form
Generated On: 11 Aug 2021 21:55:41
Site Address: City

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 1003 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169724



US3032320
Folder: SAE USA-US032-2020-M RNA-1273-P301000004

Form: Safety Report Form
Generated On: 11 Aug 2021 21:55:41
Site Address: State

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 1004 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169725



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Site Address: Postal Code

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 1005 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169726



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Investigator Country

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48

User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
(b) (4)

Amendment Manager: Data point set to conformant. System 19 Sep 2020 02:20:12

Reviewed for Safety. (b) (4). (b) (6) 18 Sep 2020 16:40:12

User entered 'US' (non-conformant). System 16 Sep 2020 12:34:35

PRODUCTION RELEASE (v12.003
EAB) (1725)

1006 of 1027

FDA-CBER-2022-1614-0169727



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

E2B Transmit Flag (Derived/Hidden)

Audit User Time (GMT)

Data hard locked. (b) @), (b) (6) 26 Apr 2021 19:48:48

User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
(b) (4)

User entered '2' System 18 Sep 2020 16:40:24

User entered '1' System 16 Sep 2020 12:34:35

PRODUCTION RELEASE (v12.003
EAB) (1725)

1007 of 1027

FDA-CBER-2022-1614-0169728



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form (1)

Generated On: 11 Aug 2021 21:55:41

Date of submission (Pre-filled from custom function)

Audit User Time (GMT)

Data hard locked. (b) @), (b) (6) 26 Apr 2021 19:48:48

User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
(b) (4)

User entered '16/Sep/2020 08:34' System 16 Sep 2020 12:34:35

PRODUCTION RELEASE (v12.003
EAB) (1725)

1008 of 1027

FDA-CBER-2022-1614-0169729



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form (1)

Generated On: 11 Aug 2021 21:55:41

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) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09

_ (b) (4)
Reviewed for Safety. (0) (4), (b) (6) 18 Sep 2020 16:40:12
User entered '1' 16 Sep 2020 12:34:35
PRODUCTION RELEASE (v12.003 1009 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169730



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

SAEID

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered System 16 Sep 2020 12:29:38

'USA-US032-2020-M RNA-1273-P301000004'

PRODUCTION RELEASE (v12.003
EAB) (1725)

1010 of 1027

FDA-CBER-2022-1614-0169731



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Serious

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘(13) (4). (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1011 of 1027

FDA-CBER-2022-1614-0169732



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Death

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1012 of 1027

FDA-CBER-2022-1614-0169733



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Life threatening

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1013 of 1027

FDA-CBER-2022-1614-0169734



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Requires inpatient or prolongation of existing Hospitalization

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1014 of 1027

FDA-CBER-2022-1614-0169735



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Persistent or significant disability or incapacity

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1015 of 1027

FDA-CBER-2022-1614-0169736



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Congenital anomaly or birth defect

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1016 of 1027

FDA-CBER-2022-1614-0169737



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Other medically important event

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'No (N)' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1017 of 1027

FDA-CBER-2022-1614-0169738



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Investigator's First Name

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'Keith' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1018 of 1027

FDA-CBER-2022-1614-0169739



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Investigator's Last Name

Audit User Time (GMT)

Data hard locked. (b) (4). (b) (6) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
Reviewed for Safety. & (‘8) (4), (b) (6) 16 Sep 2020 12:34:28
User entered 'Vrbicky' System 16 Sep 2020 12:29:38

PRODUCTION RELEASE (v12.003
EAB) (1725)

1019 of 1027

FDA-CBER-2022-1614-0169740



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Site Address: Street

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 1020 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169741



US3032320
Folder: SAE USA-US032-2020-M RNA-1273-P301000004

Form: Safety Report Form
Generated On: 11 Aug 2021 21:55:41
Site Address: City

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 1021 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169742



US3032320
Folder: SAE USA-US032-2020-M RNA-1273-P301000004

Form: Safety Report Form
Generated On: 11 Aug 2021 21:55:41
Site Address: State

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 1022 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169743



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Site Address: Postal Code

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48
PRODUCTION RELEASE (v12.003 1023 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169744



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

Investigator Country

Audit User Time (GMT)

Data hard locked. (b) (4), (b) (6) 26 Apr 2021 19:48:48

User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
(b) (4)

Amendment Manager: Data point set to conformant. System 19 Sep 2020 02:20:12

Reviewed for Safety. (b) (4). (b) (6) 18 Sep 2020 16:40:12

User entered 'US' (non-conformant). System 16 Sep 2020 12:34:35

PRODUCTION RELEASE (v12.003
EAB) (1725)

1024 of 1027

FDA-CBER-2022-1614-0169745



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form

Generated On: 11 Aug 2021 21:55:41

E2B Transmit Flag (Derived/Hidden)

Audit User Time (GMT)

Data hard locked. (b) @), (b) (6) 26 Apr 2021 19:48:48

User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
(b) (4)

User entered '2' System 18 Sep 2020 16:40:24

User entered '1' System 16 Sep 2020 12:34:35

PRODUCTION RELEASE (v12.003
EAB) (1725)

1025 of 1027

FDA-CBER-2022-1614-0169746



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form (2)

Generated On: 11 Aug 2021 21:55:41

Date of submission (Pre-filled from custom function)

Audit User Time (GMT)

Data hard locked. (b) @), (b) (6) 26 Apr 2021 19:48:48

User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09
(b) (4)

User entered '18/Sep/2020 12:40' System 18 Sep 2020 16:40:24

PRODUCTION RELEASE (v12.003
EAB) (1725)

1026 of 1027

FDA-CBER-2022-1614-0169747



US3032320

Folder: SAE USA-US032-2020-M RNA-1273-P301000004
Form: Safety Report Form (2)

Generated On: 11 Aug 2021 21:55:41

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) 26 Apr 2021 19:48:48
User signature succeeded. Keith Vrbicky (b) (4) 28 Sep 2020 18:14:09

(b) (4)
User entered '1' (b) (4), (b) (6) 18 Sep 2020 16:40:24
PRODUCTION RELEASE (v12.003 1027 of 1027
EAB) (1725)

FDA-CBER-2022-1614-0169748





