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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 10-Oct-2020 16:01
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: COHORT SELECTION

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

*** Confidential***

1. | Select appropriate response - 24 JUL 2020
Protocol version
2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
Page 1 of 260

FDA-CBER-2021-5683-0824536




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Dec/8/2020

Page 2 of 260
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Demography

1. | Subject ID [12181057]

2. | Birth Date: (b) (6) 1989

3. | Sex: MALE

4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): AMERICAN INDIAN OR ALASKA NATIVE

6. | Racia Designation:

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Dec/8/2020
2. | Erroneous Visit
Page 4 of 260
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Visi
For

Header Text: C4591001

t: V1_DAY1 VAX1 L
m Version: 10-Oct-2020 16:00

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Form Comments

*** Confidential***

Inclusion Criteria Not Met
1 Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 260
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Dec/8/2020
/Desth
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
Page 6 of 260
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*** Confidential***

Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
eCRF Audit Trail History
Medical History Details
1a||Line/MH Number: [1
Disease/Syndrome/Surgery [Alcoholic Hepatitis]
/Non-Drug Allergies/Drug
Allergies:
Start Date: May/UNK/2020
Ongoing: NO
End Date:
Jun/UNK/2020
1b 1| Line/MH Number: [2]
Disease/Syndrome/Surgery [Seizures]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Nov/20/2014
Ongoing: NO
End Date:
Jun/17/2017
1¢ || Line/MH Number: [3]
Disease/Syndrome/Surgery [Type 2 Diabetes)
/Non-Drug Allergies/Drug
Allergies:
Start Date: Oct/15/2020
Ongoing: YES
Ld || LineMH Number: [4]
Disease/Syndrome/Surgery [Obesity]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Mar/7/2009
Ongoing: YES
Page 7 of 260
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

le

Line/MH Number:

(5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Acute renal failure secondary to hepatorenal syndrome]

Start Date: Jun/16/2020
Ongoing: NO
End Date:
Aug/UNK/2020

1f

Line/MH Number:

(6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Alcohoalic cirrhosis]

Start Date: Jun/UNK/2020
Ongoing: YES
Page 8 of 260
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

*** Confidential***

Vital Signs

1. | Date: Dec/8/2020

2. | Weight: [128.2]

3. | Unit: kg

4. | Height: [187.5]

5. [ Unit: cm

6. | Body Mass Index: [36.5]

Vital SignsDetails

7| Record Identifier: 1
Temperature: [96.9]
Unit: F
Temperature L ocation:; FOREHEAD

Page 9 of 260
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Disposition
1. | Randomization Date : Dec/8/2020
2. | Randomization Number: [117698]
3. | Randomization Group: [1
Page 10 of 260
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/8/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BS72D2] Comments
5b || sample 1D [BRSNWH] Comments
5 || sample D [BS72D1] Comments
Page 11 of 260
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Dec/8/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BRSNWG]
Page 12 of 260
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

*** Confidential***

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Dec/8/2020 13:16

5. [ Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [1

9. [Unit:

10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?

Page 13 of 260
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

Page 14 of 260
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Form Comments
eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Dec/23/2020

2. | Erroneous Visit

ERRONEOUS VISIT

*** Confidential***

Page 15 of 260
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 20-Feb-2021 02:16
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Done Comments
1
Vital Signs Details
2.a|| Record Identifier: Not Done
1
Temperature: Not Done Comments
[]
Unit: Not Done Comments
Temperature L ocation: Not Done Comments
Page 16 of 260
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Header Text: C4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin Not Done Comments
2. | Sample Type Not Done Comments
3. | Sample Collected? Not Done Comments
4. | If no sample was collected or Not Done Comments
sample was not collected according
to protocol, please providereason: | []

Aliquot
Please enter barcode for each aliquot.
>. Sample ID Not Done
[]
Page 17 of 260
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION
Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Form Comments
eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of Not Done Comments
vaccination?
2. | Treatment Name Not Done Comments
[]
3. | Formulation: Not Done Comments
4. | Dose Date Time: Not Done Comments
1
5. | Anatomical Location: Not Done Comments
6. | Body Side: Not Done Comments
7. | Route: Not Done Comments
8. | Actual Dose: Not Done Comments
[]
9. | Unit: Not Done Comments
10. | Timeframe Subject Was Observed | Not Done Comments
11. | Was the subject observed for at least | Not Done Comments
the protocol specified observation
period after investigational product
administration?
Page 18 of 260
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Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Dateof Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***

Page 19 of 260
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Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

If no sample was collected or
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

5.

Sample D

(]

Page 20 of 260
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

on Jan/17/2021

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Jan/17/2021

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit: COVID_A

Page 21 of 260
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Jan/17/2021

Form Version: 14-Jan-2021 02:23

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Signsand Symptoms
1. | Date of Assessment: Jan/17/2021
2. | Date of First Symptom Started: Jan/17/2021
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Jan/18/2021
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4. Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
41 Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
4 || symptoms: VOMITING
Was symptom present? YES
Page 22 of 260
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Header Text: C4591001

on Jan/17/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Symptoms - Other

>. Symptoms - Other Text:

*** Confidential***

Page 23 of 260
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Dateof C | Specimen Ty

Specimen Collec

Form Instan

# ollection pe tion L ocation Assay Code and Description Device Type ce
1. | Jan/17/202 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESPSYND | SARS-COV-2DIA Repeating
1 ATERIAL X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
Page 24 of 260
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Header Text: C4591001

on Jan/17/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Jan/17/2021

Specimen Type:

SWABBED MATERIAL

Specimen Collection Location:

NASOPHARYNX

Assay Code and Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

SARS-COV-2 DIAGNOSTIC TEST

2
3
4
5. | Device Type:
6
7
8
9

*** Confidential***

Trade Name: CEPHEID XPERT XPRESS SARS-COV-2 TEST
Test Resullt: NEGATIVE
Commentg/Findings/Details: [1
Trade Name Other, Specify: [1
Page 25 of 260
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

on Jan/17/2021

Form Version: 22-Apr-2020 21:03
Site No: 1218

Subject No: 12181057

Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Electronic Sample Tracking

Data Origin

SITE

Sample Type

NASAL_SWAB_SELF

NO

1
2.
3. | Sample Collected?
4.

If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[To address query, this visit was put in retrospectively with the understanding that
no swab was collected.]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

Page 26 of 260
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Header Text: C4591001

on Jan/17/2021

Form Version: 22-Apr-2020 21:03
Site No: 1218

Subject No: 12181057

Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Electronic Sample Tracking

If no sample was collected or
sample was not collected according
to protocol, please provide reason:

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB
3. | Sample Collected? NO

4.

[To address query, this visit was put in retrospectively with the understanding that
no swab was collected.]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: HEALTH CARE UTILIZATION

on Jan/17/2021

Form Version: 14-Jan-2021 02:24
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO

1b Physician or Healthcare

Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

YES
Number of Visits or Contacts:

[1]

1.c

Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts: | NO
1d|| physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts: | NO

1€ || physician or Healthcare

Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f Physician or Healthcare

Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2. | Other Type of Practitioner Specify:

Health Care Utilization

3. | Has the subject been hospitalized
due to potential COVID-19 illness?

NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

*** Confidential***

Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: RESPIRATORY TREATMENT

on Jan/17/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Respiratory Treatment

1. | What isthe treatment |dentifier?

N

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

[]

Start Date:

Il

o0~

Ongoing?
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Header Text: C4591001

on Jan/17/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ILLNESS DETAILS

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for
Potential COVID-19 IlIness?

YES
Respiratory IlIness Diagnosis:
[Viral gastroenteritis)

Date of Diagnosis:
Jan/17/2021

3. | Toxicity Grade:

*** Confidential***
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Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

4 Category of C.:I|n|cal Event | Subcategory oI Clinical Even D|agnosZObtame Toxmlté/ Grad Form | nstance

1. | Not Applicable Not Applicable Not Applicable Not Applicable | Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ILLNESSDETAILS - SEVERE
on Jan/17/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form
Form Comments
eCRF Audit Trail History

Form Audit Trail

*** Confidential***

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments

2. | Subcategory of Clinical Event: Not Applicable Comments

3. | Was adiagnosis obtained? Not Applicable Comments

4. | Toxicity Grade: Not Applicable Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 1
Form Version: 10-Oct-2020 15:58

Site No: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

4 Category for Lab | Vendor Na Collectl.on D | Specimen T L ab Result Form I nstance
Test me ate: ype
L Sponsor -Defined Ide | Tes | Resul Repeating
ntifier t | t Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/17/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Lab Chemistry Details

Lab Panel:

Laboratory Name and Address

Collection Date:

I/

3
4

Specimen Type:

Lab Result

1
2.
5.

Sponsor ID:

(]

Test:

Result:

(]

Not Done:

LNMT

Low

[]
High

Unit

*** Confidential***

Page 35 of 260

FDA-CBER-2021-5683-0824570




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Category for L | Vendor Name (DE

# ab Test RIVED)

Collection | Specimen L ab Result Form Instanc
Date: Type e

Sponsor-Defined | | Tes | Resu Repedting
dentifier t| It Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/17/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

L aboratory Data Hematology

Lab Panel:

Laboratory Name and Address

Collection Date:

I/

3
4

Specimen Type:

Lab Result

1
2.
5.

Sponsor ID:

(]

Test:

Result:

(]

Not Done:

LNMT

Low

[]
High

Unit

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

# Date: Vital SignsDetails Form Instance
= Record Identifier: systolic: Diastolic: Repeating Pages
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Header Text: C4591001

on Jan/17/2021

Form Version: 10-Oct-2020 15:59
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS- COVID

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Vital Signs

1. | Date:

"

Vital SignsDetails

2. || Record I dentifier:

Systalic:

[]

Diastolic:

(]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 10-Oct-2020 16:04

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

# Date: Vital SignsDetails Form Instance
1 Record | dentifier: Oxygen Saturation Repesting Pages
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Header Text: C4591001

on Jan/17/2021

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:04

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Vital Signs

1. | Date:

"

Vital SignsDetails

2. || Record I dentifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

# | Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1.

Repesating Pages
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Header Text: C4591001

on Jan/17/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: OXYGENATION PARAMETERS

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

4 Sponsor-Defined 1d | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier ication e-specified ation ate e
1. Repeating
Pages
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Header Text: C4591001

on Jan/17/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Concomitant Medications

1. | What isthe medication identifier?

—_—
[a—

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,

2. | Category:
3. | Concomitant Medications
Pre-specified:
4, | Medication: [1

formulation).
5. | Start Date: 1
6. | Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form: IMAGING

Form Version: 06-Jul-2020 21:53
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

# | Date of Assessment L ocation of Assessment Imaging Method | Overall Assessment Form Instance
1. Repeating Pages
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Header Text: C4591001

on Jan/17/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Imaging

Date of Assessment:

"

Location of Assessment:

1
2.
3. | Type of Imaging Exam:
4.

Assessment:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/16/2021

Form Version: 22-Apr-2020 21:04
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Feb/16/2021

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit: COVID_A1l
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Feb/16/2021

Form Version: 22-Apr-2020 21:03
Site No: 1218

Subject No: 12181057

Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/16/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BS72K 8]
5.b
Sample 1D [BRBNL7]
5.c
Sample ID [BS72K7]
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

Page 50 of 260
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Electronic Sample Tracking

Data Origin

Sample Type

Sample Collected?

1
2.
3.
4.

If no sample was collected or
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:11

# Category AE. I den Adver se Event Start Date Isthe Adversg Event S | Form Instanc
tifier till Ongoing e
1. ADVERSEE |1 Injection site pain Dec/8/2020 13: | NO Repeating
VENT 16 End Date Time: Pages
Dec/9/2020 17:07
2. ADVERSEE | 2 Vomiting Dec/9/2020 08: | NO Repeating
VENT 00 End Date Time: Pages
Dec/9/2020 14:00
3. ADVERSEE |3 Esophageal varices | Jan/9/2021 UN [ NO Repeating
VENT hemorrhage K:UNK End Date Time: Pages
Jan/9/2021 UNK:UN
K
4, DELETED Jan/17/2021 10 | NO Repeating
:00 End Date Time: Pages
Jan/18/2021 UNK:U
NK
5. ADVERSEE |5 Toothache Feb/1/2021 UN | NO Repeating
VENT K:UNK End Date Time: Pages
Feb/4/2021 UNK:UN
K
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(1]

3.

Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Injection site pain]

Start Date Time:

Dec/8/2020 13:16

Isthe adverse event still ongoing?

NO

End Date Time:
Dec/9/2020 17:07

Toxicity Grade:

Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

Isthis adverse event the result of a
study Medication Error?

If Yes, record the type of medication
error on the Medication Error Log.

NO

Isthis event related to study
treatment:

RELATED

10.

Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11

Was a Concomitant Medication
given?

NO

12.

Weas aNon-Drug Treatment given?

*** Confidential***

NO
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

13. | What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. | Did the adverse event cause the

study?

subject to be discontinued from the

NO

15. | Serious Adverse Event Number: For

Pfizer Use Only

Page 54 of 260
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(2]

3.

Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Vomiting]

Start Date Time:

Dec/9/2020 08:00

Isthe adverse event till ongoing?

NO

End Date Time:
Dec/9/2020 14:00

Toxicity Grade:

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

Isthis adverse event the result of a
study Medication Error?

If Yes, record the type of medication
error on the Medication Error Log.

NO

Isthis event related to study
treatment:

RELATED

10.

Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11

Was a Concomitant Medication
given?

NO

12.

Was a Non-Drug Treatment given?

*** Confidential***

NO
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

13. | What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. | Did the adverse event cause the

study?

subject to be discontinued from the

NO

15. | Serious Adverse Event Number: For

Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Esophageal varices hemorrhage]

(If possible specify diagnosis, not
individual symptoms)

4, | Start Date Time: Jan/9/2021 UNK:UNK

5. | Isthe adverse event still ongoing? | NO

End Date Time:
Jan/9/2021 UNK:UNK

6. | Toxicity Grade: 4
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.

_ ) _ Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO

hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Isthis serious event life threatening?
YES

Other medically important serious event
NO

8. | Isthisadverse event theresult of a | NO
study Medication Error?

If Yes, record the type of medication
error on the Medication Error Log.
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Decompensated alcohalic cirrhosis]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2021018658]
Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Incomplete, Data Complete, Deleted

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

2. |AEID:

[]

3. | Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[] Comments

4, | Start Date Time:

5. | Isthe adverse event still ongoing?

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

8. | Isthis adverse event the result of a
study Medication Error?

If Yes, record the type of medication
error on the Medication Error Log.

NO

9. | Isthisevent related to study
treatment:

*** Confidential***

NOTFRELATED
OFHER

[Foed-peisoning]
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Incomplete, Data Complete, Deleted

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

*** THISREPEATING FORM HASBEEN DELETED ***

10. | Latest Action Taken with Study NOTAPPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?.
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [ ]
Pfizer Use Only
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [Toothache]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Feb/1/2021 UNK:UNK
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Feb/4/2021 UNK:UNK
6. | Toxicity Grade: 1
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Dental caries]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:

FDA-CBER-2021-5683-0824596
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For |[ ]
Pfizer Use Only
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Visit: Logs

Header Text: C4591001

Form Version: 17-Jul-2020 21:54
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

*** Confidential***

Catego | Medication Er | Start Da | Isthemedication error Still O | Study Medication Errors
# . - Form Instance
ry ror te ngoing Action
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: MEDICATION ERROR

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Medication Error

1. | Category:

2. | Medication Error (Type of [
Medication Error):

3. | Start Date: 1

4. | Isthe medication error still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was aNon-Drug Treatment given?

8. | Did the Medication Error cause the
subject to be discontinued from the
study?

9. | Wasthis medication error associated
with any adverse events?

10. | Serious Adverse Event Number: For | [ ]

Pfizer Use Only
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Header Text: C4591001
Visit: Logs

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

*** Confidential***

# Sponsor-Defined I1d | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier ication e-specified ation ate e
1. Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Concomitant Medications

1

What is the medication identifier?

—_—
[a—

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

Date:

I

Page 66 of 260

*** Confidential***
FDA-CBER-2021-5683-0824601




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1. Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Concomitant Medications

1. | What isthe medication identifier? [[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [1
Provide the complete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

5. | Dose: [1

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: 1

10. | Ongoing?
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Header Text: C4591001
Visit: Logs

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: RADIATION TREATMENT

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

*** Confidential***

4 Categor | Treatment I dentifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Start Dat Form I nstance
y r d t e
1 Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? [1

3. | Concomitant Non-drug Treatment
Pre-specified:

4. | Treatment: [1

5. | Start Date: 1

6. | Ongoing?
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

# Transfusion Type

Date of Transfusion

Form Instance

Repesating Pages

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

I/
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Dateof Visit

1. | Date of Visit Il

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:04
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Unplanned Assessments

1. | Assessments
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Dateof Visit

1. | Date of Visit Il

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:16

SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Vital Signs

1. | Date: I

Vital Signs Details

2. Record Identifier:

Temperature: []

Unit:

Temperature L ocation:
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Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

|l | Nl wlD

Unit:

'_\
©

Timeframe Subject Was Observed

[y
[y

. | Was the subject observed for at least

the protocol specified observation
period after investigational product
administration?

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 15:57

SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 16:01

SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1

*** Confidential***
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status. Data Complete, Answered Queries, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation | Jan/22/2021
/Degth :

2. | Phase of Disposition: VACCINATION

3. | Status: OTHER

4. | Specify Status:

[Participant got COVID and had an SAE after VAX 1. He crossed over before
VAX 2]

Page 80 of 260
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Feb/10/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Further Vaccination Confirmation

1. | Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant iswilling to return for Vaccination 3
Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2

Page 82 of 260

*** Confidential***
FDA-CBER-2021-5683-0824617




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Disposition - Follow-Up

1. | Date of Completion/Discontinuation | //
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Feb/10/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021

13:11

Withdrawal Of Consent

1. | Withdrawal of Consent Date:

I/

*** Confidential***
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Death Details

1. | Date of Collection / Notification of
Death:

I/

Cause of Death

2. || cause of Death Status:

Cause of Death:

[]
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Feb/16/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/16/2021
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Visi

For

Header Text: C4591001

t: V101 VAX3

m Version: 10-Dec-2020 02:30

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Form Comments

*** Confidential***

Inclusion Criteria Not Met
1 Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Completion/Discontinuation
/Death :

Feb/16/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

3. | Status:

COMPLETED

4. | Specify Status:

[]
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
Sample Type SERUM
NO

2
3. | Sample Collected?
4

If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[Sample was collected at COVID A1l Convalescent visit on the same date of 16
FEB 2021]

Aliquot

Please enter barcode for each aliquot.

5 SampleID

(]

*** Confidential***
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/16/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BRSNL6]
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/16/2021 11:02
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: C4591001

Visit: V102 VAX4

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Mar/8/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/8/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BRSNLV]
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Header Text: C4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/8/2021 09:49
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: C4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Dateof Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:04
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:
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Header Text: C4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Dateof Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:04
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

Page 100 of 260

*** Confidential***
FDA-CBER-2021-5683-0824635




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Dateof Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:04
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:
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Header Text: C4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Disposition - Treatment

1. | Date of Completion/Discontinuation
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

*** Confidential***
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Header Text: C4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: SUBJECT STATUS
Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

eCRF Audit Trail History

Subject Status
1. | Subject Status DISCONTINUED
2. | Subject Status Date Jan/22/2021
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Header Text: C4591001

Visit: Investigator Signature - Unschedul ed
Form Version: 22-Apr-2020 21:04

Site No: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Casebook Signature Form

1. | Casebook Signature

*** Confidential***
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Audit Trail
Thisform requires signing by a member of each of the following signature groups:
e CRF_Sign
e CRF_Sign 1
Name Signature Date Type Action
Meaning
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Dec-08-2020 14:19:35 (UTC-07:00) Mountain | (b) (4), ALL inclusion criteria met

Time (US & Canada) (b) (6) NO exclusion criteriamet

Not Applicable
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
5.a |Dec-08-2020 16:55:28 (UTC-07:00) Mountain  |(b) (4), 2mL retain
Time (US & Canada) (b) (6)
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Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Comments

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

*** Confidential***

Item | Date User Comment
5.b |Dec-08-2020 16:56:18 (UTC-07:00) Mountain (b) (4), send
Time (US & Canada) (b) (6)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
5.c |Dec-08-2020 16:57:07 (UTC-07:00) Mountain  |(b) (4), 5mL retain
Time (US & Canada) (b) (6)
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Header Text: C4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: DATE OF VISIT - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item

Date

User

Comment

Form

Feb-25-2021 15:33:45 (UTC-07:00) Mountain | (b) (4), (b)

Time (US & Canada)

(6)

| need to delete everything in these fields for
Vax 2. | inadvertently entered data from the
wrong participant into this participant's fields.

*** Confidential***
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Header Text: C4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - Comments
Form Version: 20-Feb-2021 02:16 Form Status: Data Complete, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Feb-26-2021 08:44:42 (UTC-07:00) Mountain | (b) (4), (b) Not Done
Time (US & Canada) (6)

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 20-Feb-2021 02:16
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
1 Feb-26-2021 08:44:42 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)

Page 113 of 260
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 20-Feb-2021 02:16
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
2.a |Feb-26-2021 08:44:42 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 20-Feb-2021 02:16
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
2.a |Feb-26-2021 08:44:42 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 20-Feb-2021 02:16
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
2.a |Feb-26-2021 08:44:42 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Feb-26-2021 08:46:00 (UTC-07:00) Mountain | (b) (4), (b) | need to delete all entries for this Vax 2 visit. |
Time (US & Canada) (6) inadvertently entered the data from another
participant's binder into this participant's Vax 2
fields.
Not Done
Form | Feb-25-2021 15:36:23 (UTC-07:00) Mountain | (b) (4), (b) | need to delete al entriesfor this Vax 2 visit. |
Time (US & Canada) (6) inadvertently entered the data from another

participant's binder into this participant's Vax 2
fields.
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Header Text: C4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

Form Status: Data Complete, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date

User

Comment

1 Feb-26-2021 08:46:00 (UTC-07:00) Mountain  |(b) (4), (b)

Time (US & Canada)

(6)

I need to delete all entries for this Vax 2 visit. |
inadvertently entered the data from another
participant's binder into this participant's Vax 2
fields.

Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

Form Status: Data Complete, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date

User

Comment

Time (US & Canada)

2 Feb-26-2021 08:46:00 (UTC-07:00) Mountain  |(b) (4), (b)

(6)

I need to delete all entries for this Vax 2 visit. |
inadvertently entered the data from another
participant's binder into this participant's Vax 2
fields.

Not Done

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

Form Status: Data Complete, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date

User

Comment

3 Feb-26-2021 08:46:00 (UTC-07:00) Mountain  |(b) (4), (b)

Time (US & Canada)

(6)

I need to delete all entries for this Vax 2 visit. |
inadvertently entered the data from another
participant's binder into this participant's Vax 2
fields.

Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Header Text: C4591001
Visit: V2 VAX2_L

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Form Status: Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
4 Feb-26-2021 08:46:00 (UTC-07:00) Mountain  |(b) (4), (b) | need to delete all entries for this Vax 2 visit. |
Time (US & Canada) (6) inadvertently entered the data from another
participant's binder into this participant's Vax 2
fields.
Not Done
4 Feb-25-2021 15:37:06 (UTC-07:00) Mountain  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
Form | Feb-26-2021 08:46:20 (UTC-07:00) Mountain | (b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.
Not Done
Form | Feb-25-2021 15:38:29 (UTC-07:00) Mountain | (b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
1 Feb-26-2021 08:46:20 (UTC-07:00) Mountain  ((b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.

Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
2 Feb-26-2021 08:46:20 (UTC-07:00) Mountain  ((b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.

Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
3 Feb-26-2021 08:46:20 (UTC-07:00) Mountain  ((b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.

Not Done

Page 125 of 260

*** Confidential***

FDA-CBER-2021-5683-0824660




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
4 Feb-26-2021 08:46:20 (UTC-07:00) Mountain  ((b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.

Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
5 Feb-26-2021 08:46:20 (UTC-07:00) Mountain  ((b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.

Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
6 Feb-26-2021 08:46:20 (UTC-07:00) Mountain  ((b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.

Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
7 Feb-26-2021 08:46:20 (UTC-07:00) Mountain  ((b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.

Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
8 Feb-26-2021 08:46:20 (UTC-07:00) Mountain  ((b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.
Not Done
Page 130 of 260

*** Confidential***
FDA-CBER-2021-5683-0824665




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
9 Feb-26-2021 08:46:20 (UTC-07:00) Mountain  ((b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.

Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
10 |Feb-26-2021 08:46:20 (UTC-07:00) Mountain  |(b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.
Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Dec-2020 02:26
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

*** Confidential***

Item | Date User Comment
11 | Feb-26-2021 08:46:20 (UTC-07:00) Mountain  |(b) (4), (b) | need to delete the entire VAX 2 entry for this
Time (US & Canada) (6) participant due to transcription error.
Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/17/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
Form | Mar-08-2021 11:32:36 (UTC-07:00) Mountain  |(b) (4), No diagnosis of severe COVID illness was
Time (US & Canada) (b) (6) given. Attempting to delete entries for thisfield.
Not Applicable
Form | Feb-15-2021 15:57:06 (UTC-07:00) Mountain | (b) (4), (b) No diagnosis of severe COVID illness was
Time (US & Canada) (6) given. Attempting to delete entries for thisfield.
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/17/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
1 Mar-08-2021 11:32:36 (UTC-07:00) Mountain  |(b) (4), No diagnosis of severe COVID illness was given.
Time (US & Canada) (b) (6) Attempting to delete entries for thisfield.

Not Applicable
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
2 Mar-08-2021 11:32:36 (UTC-07:00) Mountain  |(b) (4), No diagnosis of severe COVID illness was given.
Time (US & Canada) (b) (6) Attempting to delete entries for thisfield.
Not Applicable
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/17/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
3 Mar-08-2021 11:32:36 (UTC-07:00) Mountain  |(b) (4), No diagnosis of severe COVID illness was given.
Time (US & Canada) (b) (6) Attempting to delete entries for thisfield.

Not Applicable
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
4 Mar-08-2021 11:32:36 (UTC-07:00) Mountain  |(b) (4), No diagnosis of severe COVID illness was given.
Time (US & Canada) (b) (6) Attempting to delete entries for thisfield.
Not Applicable
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Comments

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
3 Feb-19-2021 11:46:29 (UTC-07:00) Mountain  |(b) (4), (b) | believe | deleted the logline, but don't see how
Time (US & Canada) (6) to address the query.
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:30
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Item | Date User Comment
Form | Feb-16-2021 11:22:31 (UTC-07:00) Mountain  |(b) (4), ALL inclusion criteria met
Time (US & Canada) (b) (6) NO exclusion criteria met
Not Applicable
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Form Version: 22-Apr-2020 21:04
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Not Started

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

This form requires signing by a member of each of the following signature groups:

e CRF_Sign

e CRF _Sign 1

Name Signature Date Type Action
Meaning

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 10-Oct-2020 16:01 Form Status. Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181057
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Dec-08-2020 14:18:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) 24 JUL 2020

Time (US & Canada)

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason
Dec-08-2020 14:18:29 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) STAGE 3 COHORTS

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
1. Consent Was:
Date L ocation User Value Reason
Dec-08-2020 14:18:38 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) OBTAINED
Time (US & Canada) Date Written Consent Obtained

Dec/8/2020
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Subject ID
Date Location User Value Reason
Dec-08-2020 14:18:00 ACVOPFEINFP6000 |[autocalc |DataEntry: Item copied from
(UTC-07:00) Mountain (autocalc) | 12181057 previous form
Time (US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Dec-08-2020 14:14:37 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-07:00) Mountain (autocalc) | (b) (6) 1989
Time (US & Canada)
3. Sex:
Date Location User Value Reason
Dec-08-2020 14:18:52 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) MALE
Time (US & Canada)
4. Ethnicity:
Date Location User Value Reason
Dec-08-2020 14:18:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NOT HISPANIC OR LATINO(
Time (US & Canada) A) OR OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Dec-08-2020 14:18:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) AMERICAN INDIAN OR ALA
Time (US & Canada) SKA NATIVE
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Dec-08-2020 14:19:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Dec/8/2020
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: DISPOSITION - SCREENING - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Dec-08-2020 14:19:48 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Dec/8/2020

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Dec-08-2020 14:19:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain
Time (US & Canada)

(autocalc) | SCREENING

3. Status:
Date L ocation User Value Reason
Dec-08-2020 14:19:48 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) COMPLETED
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

la
Date L ocation User Value Reason
Dec-08-2020 14:22:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Line/MH Numbe 1
Time (US & Canada) r:

Medical History Alcoholic Hepa

Term: titis

Start Date: May/UNK/202

0
Ongoing: NO
End Date:
Jun/UNK/20
20

l.aLine/MH Number:
Date L ocation User Value Reason
Dec-08-2020 14:22:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason

Jan-24-2021 08:48:14 ACVOPFEINFP6000 |Giselle Castillo | Query 1: Closed

Response satisfies

(UTC-07:00) Mountain (b) (4) query

Time (US & Canada)

Jan-19-2021 15:55:31 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered | have asked our

(UTC-07:00) Mountain (6) monitor to unlock

Time (US & Canada) the Med Hx CRF so
| can add this.

Jan-18-2021 06:46:14 ACVOPFEINFP6000 | Giselle Castillo | Query 1: Opened Clinical_ Per report

(UTC-07:00) Mountain (b) (4) the subject has

Time (US & Canada) "acute renal failure
grade 2 hepatorenal
syndrome”,
however this
additional

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

information is
missing on CRF.
Please revise and

update form
accordingly.
Thanks.
Dec-08-2020 14:22:56 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) () Alcoholic Hepatitis
Time (US & Canada)
1l.a Start Date:
Date L ocation User Value Reason
Dec-08-2020 14:22:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) May/UNK/2020
Time (US & Canada)
1.a Ongoing:
Date Location User Value Reason
Dec-08-2020 14:22:56 | ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO
Time (US & Canada) End Date:
Jun/UNK/2020
1b
Date Location User Value Reason
Dec-08-2020 14:23:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Line/MH Number: 2
Time (US & Canada) Medical History Te Seizures
rm:
Start Date: Nov/20/2014
Ongoing: NO
End Date;
Jun/17/20
17
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

1.b Line/MH Number:

*** Confidential***

Date L ocation User Value Reason
Dec-08-2020 14:23:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Dec-08-2020 14:23:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Seizures
Time (US & Canada)
1.b Start Date:
Date Location User Value Reason
Dec-08-2020 14:23:33 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Nov/20/2014
Time (US & Canada)
1.b Ongoing:
Date Location User Value Reason
Dec-08-2020 14:23:33 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO
Time (US & Canada) End Date:
Jun/17/2017

1c
Date L ocation User Value Reason
Dec-09-2020 14:59:54 ACVOPFEINFP6E000 |(b) (4), (b) |DataEntry: Changed
(UTC-07:00) Mountain (6) Line/MH Number 3 Information
Time (US & Canada) :

Medical History T Type 2 Diab

erm: etes

Start Date: Oct/15/2020

Ongoing: YES
Dec-08-2020 14:24:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-07:00) Mountain (autocalc) Line/MH Number: 3
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Medical History Ter Diabetes

m:

Start Date: Oct/15/20
20

Ongoing: YES
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

1.cLine/MH Number:

Date L ocation User Value Reason

Dec-08-2020 14:24:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) |3

Time (US & Canada)

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason

Dec-11-2020 14:36:56 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-07:00) Mountain (b) (6) query

Time (US & Canada)

Dec-09-2020 14:59:54 ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-07:00) Mountain (autoquery) Information

Time (US & Canada)

Dec-09-2020 14:59:54 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed

(UTC-07:00) Mountain (6) Type 2 Diabetes Information

Time (US & Canada)

Dec-09-2020 14:07:15 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clinica Query:

(UTC-07:00) Mountain (b) (6) Please define type

Time (US & Canada) of Diabetesin
Medical history
term field

Dec-08-2020 14:24:11 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) Diabetes

Time (US & Canada)

1.c Start Date:

Date L ocation User Value Reason

Dec-08-2020 14:24:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) Oct/15/2020

Time (US & Canada)

1.c Ongoing:

Date L ocation User Value Reason

Dec-08-2020 14:24:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) YES

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

1d
Date L ocation User Value Reason
Dec-10-2020 14:00:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Line/MH Number: 4
Time (US & Canada) Medical History Ter  Obesity

m:

Start Date: Mar/7/200

9

Ongoing: YES
1.dLine/MH Number:
Date L ocation User Value Reason
Dec-10-2020 14:00:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Dec-10-2020 14:00:26 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) Obesity
Time (US & Canada)
1.d Start Date:
Date Location User Value Reason
Dec-10-2020 14:00:26 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) Mar/7/2009
Time (US & Canada)
1.d Ongoing:
Date Location User Value Reason
Dec-10-2020 14:00:26 ACVOPFEINFPG6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) YES
Time (US & Canada)
le
Date Location | User | Value Reason
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Jan-22-2021 13:52:39 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Line/MH 5
Time (US & Canada) Number:

Medical Acuterena failure seco

History T ndary to hepatorenal sy

erm: ndrome

Start Dat  Jun/16/2020

€

Ongoing: NO

End Date:
Aug/UNK/2020
l.eLine/MH Number:
Date L ocation User Value Reason
Jan-22-2021 13:52:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Jan-22-2021 13:52:39 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Acute renal failure secondary to h
Time (US & Canada) epatorenal syndrome
1.e Start Date:
Date L ocation User Value Reason
Jan-22-2021 13:52:39 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Jun/16/2020
Time (US & Canada)
1.e Ongoing:
Date L ocation User Value Reason
Jan-22-2021 13:52:39 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada) End Date:
Aug/UNK/2020
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

1f
Date L ocation User Value Reason
Mar-02-2021 14:55:54 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-07:00) Mountain (6) Line/MH Numbe 6
Time (US & Canada) r:
Medical History Alcoholic cirr
Term: hosis
Start Date: Jun/UNK/202
0
Ongoing: YES
Mar-02-2021 14:54:51 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-07:00) Mountain (autocalc) Line/MH Numbe 6
Time (US & Canada) r:
Medical History Alcoholic cirr
Term: hosis
Start Date: UNK/UNK/2
020
Ongoing: YES
Page 154 of 260

*** Confidential***
FDA-CBER-2021-5683-0824689




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

1.f Line/MH Number:

Date L ocation User Value Reason

Mar-02-2021 14:54:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) |6

Time (US & Canada)

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason

Mar-02-2021 14:54:51 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initiad Entry

(UTC-07:00) Mountain (6) Alcohoalic cirrhosis

Time (US & Canada)

1.f Start Date:

Date L ocation User Value Reason

Mar-02-2021 14:55:54 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Mar-02-2021 14:55:54 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error

(UTC-07:00) Mountain (6) Jun/UNK/2020

Time (US & Canada)

Mar-02-2021 14:54:51 ACVOPFEINFP6000 | auto query Query 1: Opened Start Date is after or

(UTC-07:00) Mountain (autoquery) equal to thefirst

Time (US & Canada) vaccination date
08/Dec/2020. Please
review and update as
appropriate.

Mar-02-2021 14:54:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry

(UTC-07:00) Mountain (6) UNK/UNK/2020

Time (US & Canada)

1.f Ongoing:

Date L ocation User Value Reason

Mar-02-2021 14:54:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) YES

Time (US & Canada)

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date:

Date L ocation User Value Reason
Dec-08-2020 14:20:34 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Dec/8/2020

Time (US & Canada)

2. Weight:

Date L ocation User Value Reason
Dec-08-2020 14:20:34 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) 128.2

Time (US & Canada)

3. Unit:

Date L ocation User Value Reason
Dec-08-2020 14:20:34 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) kg

Time (US & Canada)

4. Height:

Date L ocation User Value Reason
Dec-08-2020 14:20:34 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) 187.5

Time (US & Canada)

5. Unit:

Date L ocation User Value Reason
Dec-08-2020 14:20:34 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) cm

Time (US & Canada)

6. Body Mass I ndex:

Date L ocation User Value Reason
Dec-08-2020 14:20:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | 36.5

Time (US & Canada)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

7.a
Date L ocation User Value Reason
Dec-08-2020 14:20:34 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Record Identifier:: 1
Time (US & Canada) Temperature: 96.9

TemperatureUnit: F

Temperature Locat FOREHE

ion:: AD
7.a Record I dentifier:
Date L ocation User Value Reason
Dec-08-2020 14:20:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) 1
Time (US & Canada)
7.a Temperature:
Date L ocation User Value Reason
Dec-09-2020 08:04:30 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies
(UTC-07:00) Mountain (b) (6) query
Time (US & Canada)
Dec-08-2020 14:20:50 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered Original vaueis
(UTC-07:00) Mountain (b) (6) correct
Time (US & Canada)
Dec-08-2020 14:20:34 | ACVOPFEINFPG000 | auto query Query 1: Opened Temperature 96.9 F
(UTC-07:00) Mountain (autoquery) is outside of Normal
Time (US & Canada) Range 97 - 99.5F.
Dec-08-2020 14:20:34 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) 96.9
Time (US & Canada)
7.aUnit:
Date L ocation User Value Reason
Dec-08-2020 14:20:34 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) F
Time (US & Canada)
7.a Temperature Location:

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Date L ocation User Value Reason
Dec-08-2020 14:20:34 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) FOREHEAD

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Dec-08-2020 14:21:08 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Dec/8/2020

Time (US & Canada)

2. Randomization Number:

Date L ocation User Value Reason
Dec-08-2020 14:21:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) 117698

Time (US & Canada)

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-08-2020 16:54:51 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-08-2020 16:54:51 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Dec-08-2020 16:55:19 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)
Time (US & Canada)
Dec-08-2020 16:54:51 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-07:00) Mountain (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Dec-08-2020 16:54:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) YES
Time (US & Canada) Date of Collection:
Dec/8/2020
5a
Date L ocation User Value Reason
Dec-08-2020 16:55:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Sample I D: BS72D2
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

5.aSample D

Date L ocation User Value Reason

Dec-08-2020 16:55:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) BS72D2

Time (US & Canada)

5b

Date L ocation User Value Reason
Dec-08-2020 16:56:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Sample |D: BRBNWH

Time (US & Canada)

5.b Sample ID

Date L ocation User Value Reason
Dec-08-2020 16:56:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) BRS8NWH

Time (US & Canada)

5.c

Date L ocation User Value Reason
Dec-08-2020 16:56:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Sample |D: BS72D1

Time (US & Canada)

5.c Sample D

Date Location User Value Reason
Dec-08-2020 16:56:55 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) BS72D1

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-08-2020 16:58:00 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-08-2020 16:58:00 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Dec-08-2020 16:58:13 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)
Time (US & Canada)
Dec-08-2020 16:58:00 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-07:00) Mountain (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Dec-08-2020 16:58:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) YES
Time (US & Canada) Date of Collection:
Dec/8/2020
5a
Date L ocation User Value Reason
Dec-08-2020 16:58:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) SampleD: BRBNWG
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

*** Confidential***

5.aSample D
Date L ocation User Value Reason
Dec-08-2020 16:58:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) BRBNWG
Time (US & Canada)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Dec-08-2020 14:21:46 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Dec-08-2020 14:21:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date Location User Value Reason
Dec-08-2020 14:21:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-07:00) Mountain (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Dec-08-2020 14:21:46 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Dec/8/2020 13:16
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Dec-08-2020 14:21:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-07:00) Mountain (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Dec-08-2020 14:21:46 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) LEFT
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

7. Route:

Date L ocation User Value Reason
Dec-08-2020 14:21:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Dec-08-2020 14:21:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-07:00) Mountain (autocalc) | THE PROTOCOL SPECIFIED OB

Time (US & Canada) SERVATION PERIOD

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date L ocation User Value Reason
Dec-08-2020 14:21:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) YES
Time (US & Canada)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Dec-08-2020 14:21:54 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO - REACTOGENICITY E-DI
Time (US & Canada) ARY NOT COLLECTED FOR

THIS SUBJECT

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V2_VAX2 L

Site No: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Visit

Time (US & Canada)

Date L ocation User Value Reason
Feb-26-2021 12:01:10 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-07:00) Mountain (4), query

Time (US & Canada) (b) (6)

Feb-26-2021 08:47:09 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered completed as
(UTC-07:00) Mountain (6) directed. Thank you
Time (US & Canada)

Feb-26-2021 05:06:41 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Erroneous Visit is
(UTC-07:00) Mountain (b) (6) marked, but date of

visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms
containing data
within thisvisit as

Time (US & Canada)

Not Done/Not

Applicable at the

form level.
Feb-25-2021 15:34:06 ACVOPFEINFP6000 | auto query Query 1: Candidate Erroneous Visit is
(UTC-07:00) Mountain (autoquery) marked, but date of

visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms
containing data
within thisvisit as

(UTC-07:00) Mountain
Time (US & Canada)

Not Done/Not

Applicable at the

form level.
Feb-25-2021 15:25:55 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(6) Dec/23/2020

2. Erroneous Visit

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Date L ocation User Value Reason
Feb-25-2021 15:34:06 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain
Time (US & Canada)

(6)

ERRONEOUSVISIT
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2 VAX2_L

Form Version: 20-Feb-2021 02:16

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status. Data Complete, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date:
Date L ocation User Value Reason
Feb-26-2021 08:44:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) Not Done
Time (US & Canada)
Feb-25-2021 15:35:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: | entered datafrom
(UTC-07:00) Mountain (6) thewrong
Time (US & Canada) participant into this
participant's Vax 2
fields.
Feb-25-2021 15:26:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) Dec/23/2020
Time (US & Canada)
2a
Date L ocation User Value Reason
Feb-26-2021 08:44:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(l_JTC-OY:OO) Mountain (6) Record Identifier:: 1
Time (US & Canada) Temperature: Not Don
e
Temperature Unit: Not Don
e

TemperatureLocatio Not Don

n: e
Feb-25-2021 15:35:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: | entered data from
(UTC-07:00) Mountain (6) Record | dentifier:: 1 thewrong
Time (US & Canada) Temperature: participant into this

T ture Unit: participant's Vax 2

emperature Unit: fields.

Temperature Location::
Feb-25-2021 15:26:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(L_JTC-OY:OO) Mountain (6) Record Identifier:: 1
Time (US& Canada) Temperature: 98.5

TemperatureUnit: F

Temperature L ocati FOREHE

on:: AD
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 20-Feb-2021 02:16
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

2.a Record | dentifier:

Date L ocation User Value Reason

Feb-25-2021 15:26:31 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) 1

Time (US & Canada)

2.a Temperature:

Date L ocation User Value Reason

Feb-26-2021 08:44:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry

(UTC-07:00) Mountain (6) Not Done

Time (US & Canada)

Feb-25-2021 15:35:06 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: | entered datafrom

(UTC-07:00) Mountain (6) the wrong

Time (US & Canada) participant into this
participant's Vax 2
fields.

Feb-25-2021 15:26:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) 98.5

Time (US & Canada)

2.aUnit:

Date L ocation User Value Reason

Feb-26-2021 08:44:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) Not Done

Time (US & Canada)

Feb-25-2021 15:35:06 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: | entered data from

(UTC-07:00) Mountain (6) thewrong

Time (US & Canada) participant into this
participant's Vax 2
fields.

Feb-25-2021 15:26:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) F

Time (US & Canada)

2.a Temperature Location:

Date L ocation User Value Reason

Feb-26-2021 08:44:42 | ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) Not Done
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V2 VAX2_L

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:16 Form Status: Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Time (US & Canada)

Feb-25-2021 15:35:06
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: | entered data from
(6) the wrong
participant into this
participant's Vax 2
fields.

Feb-25-2021 15:26:31
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(6) FOREHEAD

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Data Origin
Date L ocation User Value Reason
Feb-26-2021 08:46:00 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Not Done
Time (US & Canada)
Feb-25-2021 15:37:42 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-07:00) Mountain (autocalc)
Time (US & Canada)
Feb-25-2021 15:27:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Feb-26-2021 08:46:00 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Not Done
Time (US & Canada)
Feb-25-2021 15:37:42 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-07:00) Mountain (autocalc)
Time (US & Canada)
Feb-25-2021 15:27:04 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Feb-26-2021 08:46:00 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Not Done
Time (US & Canada)
Feb-25-2021 15:37:42 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)
Time (US & Canada)
Feb-25-2021 15:37:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-07:00) Mountain (6)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Time (US & Canada)

Feb-25-2021 15:27:04
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

Feb-25-2021 15:27:04
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

auto query Query 1: Candidate ‘Sample Collected?

(autoquery) is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

(b) (4), (b) |DataEntry: Initial Entry

(6) YES

Date of Collection:
Dec/23/2020

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Feb-26-2021 08:46:00 ACVOPFEINFPS000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Not Done

Time (US & Canada)

Feb-25-2021 15:37:06 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Not Applicable

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V2 VAX2_L

Form Version: 10-Dec-2020 02:26

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Feb-26-2021 08:46:20 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Not Done
Time (US & Canada)
Feb-25-2021 15:39:07 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-07:00) Mountain (6)
Time (US & Canada)
Feb-25-2021 15:28:21 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Feb-26-2021 08:46:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Not Done
Time (US & Canada)
Feb-25-2021 15:39:23 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-07:00) Mountain (autocalc)
Time (US & Canada)
Feb-25-2021 15:28:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Feb-26-2021 08:46:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Not Done
Time (US & Canada)
Feb-25-2021 15:39:23 ACVOPFEINFPE000 |autocalc |DataEntry: Transcription Error
(UTC-07:00) Mountain (autocalc)
Time (US & Canada)
Feb-25-2021 15:28:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | INJECTION
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V2 VAX2_L

Form Version: 10-Dec-2020 02:26

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

4. Dose Date Time:

Date L ocation User Value Reason
Feb-26-2021 08:46:20 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Not Done

Time (US & Canada)

Feb-25-2021 15:39:23 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-07:00) Mountain (6)

Time (US & Canada)

Feb-25-2021 15:28:21 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Dec/23/2020 10:18

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Feb-26-2021 08:46:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Not Done

Time (US & Canada)

Feb-25-2021 15:39:23 ACVOPFEINFPE000 |autocalc |DataEntry: Transcription Error
(UTC-07:00) Mountain (autocalc)

Time (US & Canada)

Feb-25-2021 15:28:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Feb-26-2021 08:46:20 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Not Done

Time (US & Canada)

Feb-25-2021 15:39:34 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-07:00) Mountain (6)

Time (US & Canada)

Feb-25-2021 15:28:21 | ACVOPFEINFPS000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) LEFT

Time (US & Canada)

7. Route:
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V2 VAX2_L

Form Version: 10-Dec-2020 02:26

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Date L ocation User Value Reason
Feb-26-2021 08:46:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Not Done

Time (US & Canada)

Feb-25-2021 15:39:23 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-07:00) Mountain (autocalc)

Time (US & Canada)

Feb-25-2021 15:28:21 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Feb-26-2021 08:46:20 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

9. Unit:

Date L ocation User Value Reason
Feb-26-2021 08:46:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-26-2021 08:46:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Not Done

Time (US & Canada)

Feb-25-2021 15:39:23 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-07:00) Mountain (autocalc)

Time (US & Canada)

Feb-25-2021 15:28:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | THE PROTOCOL SPECIFIED OB

Time (US & Canada) SERVATION PERIOD

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date

L ocation

User

Value

Reason

Page
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Feb-26-2021 08:46:20 ACVOPFEINFPG0O00 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Not Done

Time (US & Canada)

Feb-25-2021 15:39:47 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-07:00) Mountain (6)

Time (US & Canada)

Feb-25-2021 15:28:21 ACVOPFEINFPG0O00 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) YES

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Feb-16-2021 01:51:11 ACVOPFEINFPE000 |(b) (4), Query 1: Deleted as per comments

(UTC-07:00) Mountain (b) (6) updated on swab

Time (US & Canada) forms

Feb-15-2021 15:42:05 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Feb-15-2021 15:41:10 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visit is

(UTC-07:00) Mountain (autoquery) completed but Date

Time (US & Canada) of Assessment in the
Signsand
Symptoms formis
missing. Please
review and update
as appropriate.

Feb-15-2021 15:41:10 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-07:00) Mountain (autoquery) completed but Date

Time (US & Canada) of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update
as appropriate.

Feb-15-2021 15:41:10 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) Jan/17/2021

Time (US & Canada)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Feb-15-2021 15:41:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) | COVID_A

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Jan/17/2021 Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Jan/17/2021

Time (US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Jan/17/2021

Time (US & Canada)

3. Symptoms Ongoing?

Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada) Date of Last Symptom Resolved

Jan/18/2021
4a
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Symptoms: FEVER

Time (US & Canada) Symptom Present: NO

4.a Symptoms:

Date Location User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) FEVER

Time (US & Canada)

4.a Was symptom present?
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
4.b
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NEW OR INCREASED COUGH
Time (US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
4.c
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry

(L_JTC-O?:OO) Mountain (6) Sympto NEW OR INCREASE
Time (US & Canada) ms: D SHORTNESSOF B
REATH
Sympto NO
m Prese
nt:
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Jan/17/2021 Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181057 Subject Initials: ---

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:11

4.c Symptoms;

Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NEW OR INCREASED SHORT

Time (US & Canada) NESS OF BREATH

4.c Was symptom present?

Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)

4d

Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) Symptoms: CHILLS

Time (US & Canada) Symptom Present: NO

4.d Symptoms:

Date Location User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) CHILLS

Time (US & Canada)

4.d Was symptom present?

Date Location User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)

4.e

Date Location User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Symptom NEW OR INCREAS

Time (US & Canada) S ED MUSCLE PAIN

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Symptom NO

Present:
4.e Symptoms;
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NEW OR INCREASED MUSCL
Time (US & Canada) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
4.f
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) Symptoms NEW LOSS OF TAS
Time (US & Canada) : TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NEW LOSS OF TASTE OR SME
Time (US & Canada) LL
4.f Was symptom present?
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)

49
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1
on Jan/17/2021

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 14-Jan-2021 02:23

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

*** Confidential***

Date Location User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Symptom NEW OR INCREAS
Time (US & Canada) S ED SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) NEW OR INCREASED SORE T
Time (US & Canada) HROAT
4.9 Was symptom present?
Date Location User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
4.h
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(QTC-OY:OO) Mountain (6) Symptoms: DIARRHEA
Time (US & Canada) Symptom Present: NO
4.h Symptoms:
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) DIARRHEA
Time (US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Jan/17/2021 Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181057
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:11

4

Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Symptoms: VOMITING

Time (US & Canada)

Symptom Present: YES

4.i Symptoms:
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) VOMITING
Time (US & Canada)
4.i Was symptom present?
Date L ocation User Value Reason
Feb-15-2021 15:42:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) YES
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

on Jan/17/2021

Form Version: 06-Jul-2020 21:54 Form Status:

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Date L ocation User Value Reason
Feb-15-2021 15:42:49 ACVOPFEINFP6000 |(b) (4), (b) |Form Created

(UTC-07:00) Mountain (6)

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Feb-15-2021 15:42:49 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Jan/17/2021
Time (US & Canada)
2. Specimen Type:
Date L ocation User Value Reason
Feb-15-2021 15:42:49 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) SWABBED MATERIAL
Time (US & Canada)
3. Specimen Collection Location:
Date L ocation User Value Reason
Feb-15-2021 15:42:49 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NASOPHARY NX
Time (US & Canada)
4. Assay Code and Description:
Date L ocation User Value Reason
Feb-15-2021 15:42:49 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SEVERE ACUTE RESP SYNDRO
Time (US & Canada) ME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Feb-15-2021 15:42:49 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SARS-COV-2 DIAGNOSTIC TES
Time (US & Canada) T
6. Trade Name:
Date L ocation User Value Reason
Feb-15-2021 15:42:49 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) CEPHEID XPERT XPRESS SAR
Time (US & Canada) S-COV-2 TEST
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

on Jan/17/2021

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

7. Test Result:

Date L ocation User Value Reason
Feb-15-2021 15:42:49 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NEGATIVE

Time (US & Canada)

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-15-2021 15:44:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Feb-15-2021 15:44:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Feb-15-2021 15:44:10 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Feb-15-2021 15:44:10 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) To address query, thisvisit was pu
Time (US & Canada) tin retrospectively with the unders
tanding that no swab was collecte
d.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

1. Data Origin
Date L ocation User Value Reason
Feb-15-2021 15:44:22 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Feb-15-2021 15:44:22 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Feb-15-2021 15:44:22 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Feb-15-2021 15:44:22 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) To address query, thisvisit was pu
Time (US & Canada) tin retrospectively with the unders

tanding that no swab was collecte

d.
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1
on Jan/17/2021

- Unscheduled Visit

Form Version: 14-Jan-2021 02:24

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

la
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Typeof Practitioner: SPECIA
Time (US & Canada) LIST

Occurrence of Visitso NO

r Contacts:
1l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) SPECIALIST
Time (US & Canada)
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
1b
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Type of Practiti EMERGENCY
Time (US & Canada) oner: ROOM

Occurrenceof YES

Visitsor Conta  Number of Vis

cts: itsor Contacts

1
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Jan/17/2021

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) EMERGENCY ROOM

Time (US & Canada)

1.b Occurrence of Visitsor Contacts:

Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) YES
Time (US & Canada) Number of Misits or Contacts:

1
lc
Date Location User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) Typeof Practiti PRIMARY CA
Time (US & Canada) oner: RE PHYSICIA

N

Occurrenceof NO
Visitsor Contac

ts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) PRIMARY CARE PHYSICIAN
Time (US & Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPS000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)

1d
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Jan/17/2021

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Date Location User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Type of Practitioner URGENT
Time (US & Canada) : CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) URGENT CARE
Time (US & Canada)
1.d Occurrence of Visits or Contacts:
Date Location User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
le
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) Type of Practiti TELEPHONE
Time (US & Canada) oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Jan/17/2021

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

1.ePhysician or Healthcare Professional:

Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) TELEPHONE CONSULTATION

Time (US & Canada)

1.e Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)

1f
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) Typeof Practitioner: ~ OTH
Time (US & Canada) ER

Occurrenceof Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) OTHER
Time (US & Canada)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Feb-15-2021 15:44:45 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date L ocation User Value Reason
Feb-15-2021 15:45:01 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Jan/17/2021

Form Version: 14-Jan-2021 02:24
SiteNo: 1218

Subject No: 12181057
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Time (US & Canada)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 06-Jul-2020 21:52

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason

Feb-15-2021 15:45:22 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) | POTENTIAL COVID-19 ILLNESS

Time (US & Canada)

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason

Mar-03-2021 22:08:47 ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies

(UTC-07:00) Mountain Bouguermouh query

Time (US & Canada) (b) (4)

Mar-03-2021 11:04:19 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered We have taken care of

(UTC-07:00) Mountain (6) the other query. Thank

Time (US & Canada) youl!

Mar-03-2021 00:16:25 | ACVOPFEINFPE000 |(b) (4), (b) Query 2: Reissued:Opened Clin: Please could you

(UTC-07:00) Mountain (6) follow-up on this

Time (US & Canada) query "Thank you for
referring usto the
guidelines. Also, | am
trying to clear the
other query for this
subject, but when |
click onit, thereare no
"Update data and
Answer" or "Answer"
buttons."

Mar-02-2021 09:10:26 | ACVOPFEINFP6000 | Salim Query 2: Reissued:Candidate Clin: Please could you

(UTC-07:00) Mountain Bouguermouh follow-up on this

Time (US & Canada) (b) (4) query "Thank you for
referring us to the
guidelines. Also, | am
trying to clear the
other query for this
subject, but when |
click onit, thereare no
"Update data and
Answer" or "Answer"
buttons."
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 06-Jul-2020 21:52

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Mar-02-2021 09:08:56 | ACVOPFEINFP6000 | Salim Query 1: Closed Clin: Thank you.
(UTC-07:00) Mountain Bouguermouh
Time (US & Canada) (b) 4
Feb-22-2021 13:48:31 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered Thank you for
(UTC-07:00) Mountain (6) referring us to the
Time (US & Canada) guidelines. Also, | am
trying to clear the
other query for this
subject, but when |
click on it, there are no
"Update data and
Answer" or "Answer"
buttons. Are you able
to assist us by
providing the buttons?
Feb-22-2021 13:01:57 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Viral Gastroenteritis
(UTC-07:00) Mountain (6) was added. Do | need
Time (US & Canada) to do anything else?
Thank you.
Feb-19-2021 17:57:20 ACVOPFEINFPE000 | Salim Query 2: Opened Medical monitor:
(UTC-07:00) Mountain Bouguermouh Thank you. Please
Time (US & Canada) (b) (4) review CRF
COMPLETION
REQUIREMENTS
FOR INFORM section
8.33.3. Respiratory
IlIness Diagnosis
Feb-19-2021 17:53:52 ACVOPFEINFP6000 |Salim Query 1: Reissued:Opened Medical monitor:
(UTC-07:00) Mountain Bouguermouh Please note that this
Time (US & Canada) (b) (4) diagnosis should not
be limited to
Respiratory Iliness
Diagnoses. Record any
diagnosis (where
available) for the
illnessand in relation
to reported symptoms,
even if the diagnosisis
not respiratory related
Feb-16-2021 14:20:02 ACVOPFEINFP6000 | auto query Query 1: Answered Viral Gastroenteritisis
(UTC-07:00) Mountain (autoquery) not a "respiratory
Time (US & Canada) illness diagnosis', but
| changed thisto
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 06-Jul-2020 21:52

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

address your query.
Feb-16-2021 14:20:02 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Viral Gastroenteritisis
(UTC-07:00) Mountain (6) YES not a "respiratory
Time (US & Canada) Respiratory IlIness Diagnosis: | illness diagnosis’, but
| changed thisto
Viral gastroenteritis address your query.
Date of Diagnosis:
Jan/17/2021
Feb-15-2021 19:44:51 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: Please consider
(UTC-07:00) Mountain Bouguermouh in response to "Was a
Time (US & Canada) (b) (4) diagnosis obtained for
Potential COVID-19
[lIness" entering
VIRAL
GASTROENTERITIS
Feb-15-2021 15:45:22 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
3. Toxicity Grade:
Date Location User Value Reason
Feb-15-2021 15:45:22 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) 1
Time (US & Canada)

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Audit Trail
on Jan/17/2021

Form Version: 17-Jul-2020 21:55 Form Status:

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Date L ocation User Value Reason
Feb-15-2021 15:46:29 ACVOPFEINFP6000 |(b) (4), (b) |Form Created

(UTC-07:00) Mountain (6)

Time (US & Canada)

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Page 198 of 260

*** Confidential***
FDA-CBER-2021-5683-0824733




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 17-Jul-2020 21:55

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason

Mar-08-2021 11:32:36 ACVOPFEINFPG000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) | Not Applicable

Time (US & Canada)

Feb-15-2021 15:55:06 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

(UTC-07:00) Mountain (autocalc)

Time (US & Canada)

Feb-15-2021 15:46:29 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) | SEVERE COVID-19 ILLNESS

Time (US & Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason

Mar-08-202111:32:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) Not Applicable

Time (US & Canada)

3. Was a diagnosis obtained?

Date L ocation User Value Reason

Mar-09-2021 00:51:47 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies

(UTC-07:00) Mountain (b) (6) query

Time (US & Canada)

Mar-08-2021 11:34:11 | ACVOPFEINFP6000 |(b) (4), Query 2: Answered COMPLETED

(UTC-07:00) Mountain (b) (6)

Time (US & Canada)

Mar-08-2021 11:32:36 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) Not Applicable

Time (US & Canada)

Mar-07-2021 22:33:28 | ACVOPFEINFPG000 |(b) (4), (b) Query 2: Opened DM: If thereisno

(UTC-07:00) Mountain (6) data expected to be

Time (US & Canada) enter on thisform
then kindly consider
marking thisform as
Not Applicable by
selecting form level
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Jan/17/2021

Form Version: 17-Jul-2020 21:55

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

comment or else
update details.
Thank you.

Feb-15-2021 15:55:06 ACVOPFEINFPE000 | auto query Query 1: Closed Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Feb-15-2021 15:55:06 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-07:00) Mountain

Time (US & Canada)

Feb-15-2021 15:46:29 ACVOPFEINFP6000 | auto query Query 1: Opened Responseto "Was a

(UTC-07:00) Mountain (autoquery) diagnosis obtained?"

Time (US & Canada) isNo. Please review
and update as
appropriate.

Feb-15-2021 15:46:29 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initia Entry

(UTC-07:00) Mountain (6) NO

Time (US & Canada)

4, Toxicity Grade:

Date L ocation User Value Reason

Mar-08-2021 11:32:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry

(UTC-07:00) Mountain (b) (6) Not Applicable

Time (US & Canada)

Feb-15-2021 15:56:07 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-07:00) Mountain (6)

Time (US & Canada)

Feb-15-2021 15:46:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initia Entry

(UTC-07:00) Mountain (6) 1

Time (US & Canada)
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Header Text: C4591001

Subject No: 12181057
Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled  Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Feb/16/2021 Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Visit

Time (US & Canada)

Date L ocation User Value Reason
Feb-16-2021 11:28:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Feb/16/2021

3. COVID-19 llIness Visit:

Time (US & Canada)

Date L ocation User Value Reason
Feb-16-2021 11:28:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) COVID_A1l

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Feb/16/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Data Origin
Date L ocation User Value Reason
Feb-16-2021 11:28:31 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Feb-16-2021 11:28:31 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Feb-16-2021 11:59:45 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)
Time (US & Canada)
Feb-16-2021 11:28:31 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-07:00) Mountain (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Feb-16-2021 11:28:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) YES
Time (US & Canada) Date of Collection:
Feb/16/2021
5a
Date L ocation User Value Reason
Feb-16-2021 11:59:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Sample|D: BS72K8
Time (US & Canada)
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/16/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

5.aSample D
Date L ocation User Value Reason
Feb-16-2021 11:59:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) BS72K8
Time (US & Canada)
5b
Date L ocation User Value Reason
Feb-16-2021 12:00:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Sample|D: BR8NL7
Time (US & Canada)
5.b Sample ID
Date L ocation User Value Reason
Feb-16-2021 12:00:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) BR8NL7
Time (US & Canada)
5.c
Date L ocation User Value Reason
Feb-16-2021 12:01:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Sample |D: BS72K7
Time (US & Canada)
5.c Sample D
Date L ocation User Value Reason
Feb-16-2021 12:01:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) BS72K7
Time (US & Canada)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Date L ocation User Value Reason
Dec-08-2020 14:26:22 ACVOPFEINFPG6000 |(b) (4), Form Created

(UTC-07:00) Mountain (b) (6)

Time (US & Canada)

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Date L ocation User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFP6000 ((b) (4), Form Created

(UTC-07:00) Mountain (b) (6)

Time (US & Canada)

Page 205 of 260

*** Confidential***
FDA-CBER-2021-5683-0824740



Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Date L ocation User Value Reason
Jan-11-2021 17:01:30 ACVOPFEINFP6000 |(b) (4), (b) |Form Created

(UTC-07:00) Mountain (6)

Time (US & Canada)

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason

Feb-19-2021 11:43:00 ACVOPFEINFP6000 |(b) (4), (b) |Form Deleted Moved this

(UTC-07:00) Mountain (6) entry to

Time (US & Canada) COVID illness
visit to address
query. Line
deleted.

Jan-22-2021 14:21:35 ACVOPFEINFP6000 |(b) (4), (b) |Form Crested

(UTC-07:00) Mountain (6)

Time (US & Canada)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFP6000 |(b) (4), (b) |Form Created

(UTC-07:00) Mountain (6)

Time (US & Canada)

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Category:
Date L ocation User Value Reason
Dec-08-2020 14:26:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE |D:
Date L ocation User Value Reason
Dec-08-2020 14:26:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |1
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Dec-08-2020 14:26:22 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Injection site pain
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Dec-08-2020 14:26:22 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Dec/8/2020 13:16
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Dec-09-2020 17:07:24 | ACVOPFEINFPG000 |(b) (4), Data Entry: New Information
(UTC-07:00) Mountain (b) (6) NO
Time (US & Canada) End Date Time:
Dec/9/2020 17:07

Dec-08-2020 14:26:22 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) YES
Time (US & Canada)
6. Toxicity Grade:
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Date L ocation User Value Reason
Dec-08-2020 14:26:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) 1

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; |mportant medical event (i.e. may jeopardize subject and may

require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Dec-08-2020 14:26:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

8. Isthis adverse event the result of a study Medication Error?

If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Dec-08-2020 14:26:22 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Dec-08-2020 14:26:22 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) RELATED

Time (US & Canada)

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Dec-08-2020 14:26:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NOT APPLICABLE

Time (US & Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Dec-08-2020 14:26:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Dec-08-2020 14:26:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Dec-09-2020 17:06:31 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-07:00) Mountain (b) (6) RECOVERED/RESOLVED

Time (US & Canada)

Dec-08-2020 14:26:22 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initia Entry
(UTC-07:00) Mountain (b) (6) NOT RECOVERED/NOT RES

Time (US & Canada) OLVED

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason
Dec-08-2020 14:26:22 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

*** Confidential***

Page 211 of 260

FDA-CBER-2021-5683-0824746
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Category:
Date L ocation User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date Location User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |2
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Dec-09-2020 17:05:37 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Vomiting
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Dec-09-2020 17:05:37 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Dec/9/2020 08:00
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO
Time (US & Canada) End Date Time:

Dec/9/2020 14:00
6. Toxicity Grade:
Date Location User Value Reason
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Dec-09-2020 17:05:37
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000 Initial Entry

(b) (4), Data Entry:
(b) (6) 1

7. |sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Dec-09-2020 17:05:37 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

8. Isthis adverse event the result of a study Medication Error?

If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) RELATED

Time (US & Canada)

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NOT APPLICABLE

Time (US & Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Time (US & Canada) (b) (4), (b) (6)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) RECOVERED/RESOLVED

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Dec-09-2020 17:05:37 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Category:

Date L ocation User Value Reason

Jan-11-2021 17:01:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason

Jan-11-2021 17:01:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) |3

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Mar-04-2021 14:49:06 ACVOPFEINFP6000 |Giselle Query 2: Closed Response satisfies

(UTC-07:00) Mountain Cadtillo query

Time (US & Canada) (b) (4)

Mar-02-2021 14:58:24 ACVOPFEINFP6000 |(b) (4), (b) | Query 2: Answered | added Alcoholic

(UTC-07:00) Mountain (6) Cirrhosisto Med Hx.

Time (US & Canada)

Feb-25-2021 16:40:20 ACVOPFEINFPE000 | Giselle Query 3: Closed Response satisfies

(UTC-07:00) Mountain Cadtillo query

Time (US & Canada) (b) (4)

Feb-25-2021 16:35:05 ACVOPFEINFP6000 |Giselle Query 2: Reissued:Opened Thank you for the

(UTC-07:00) Mountain Cadtillo confirmation. if

Time (US & Canada) (b) (4) "decompensated
Alcohalic cirrhosis'
refersto aprior
underlying condition
and update MedHx
CRF as appropriate.
If thisisanew
condition, pls review
for inclusion as
separate AE. Thanks

Feb-25-2021 15:44:37 ACVOPFEINFPE000 |(b) (4). (0) (6) | Query 3: Answered | added that
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

(UTC-07:00) Mountain (b) (4), (b) (6) participant had
Time (US & Canada) "decompensated
Alcohalic cirrhosis'
to the SAE form and
submitted it to safety
on 10Feb2021.
Feb-25-2021 15:43:53 | ACVOPFEINFP6000 |(b) (4), (b) |Query 2: Answered | added that
(UTC-07:00) Mountain (6) participant had
Time (US & Canada) "decompensated
Alcoholic cirrhosis'
to the SAE form and
submitted it to safety
on 10Feb2021.
Feb-24-2021 12:31:16 ACVOPFEINFP6000 |Giselle Query 2: Reissued:Opened The most common
(UTC-07:00) Mountain Cadtillo cause of esophageal
Time (US & Canada) (b) (4) varices. If thisis not
the case for the
subject, pls specify
the cause for the
SAE. Thanks
Feb-24-2021 12:28:54 ACVOPFEINFP6000 |Giselle Query 3: Opened The most common
(UTC-07:00) Mountain Casdtillo cause of esophageal
Time (US & Canada) (b) (4) varices. If thisis not
the case for the
subject, pls specify
the cause for the
SAE. Thanks
Feb-15-2021 12:51:21 ACVOPFEINFP6000 |(b) (4), (b) | Query 2: Answered My origina term was
(UTC-07:00) Mountain (6) "bleeding secondary
Time (US & Canada) to esophageal
varices'. Through a
query | was asked to
changeit to
"esophageal varices
hemorrhage". That's
what | did.
Feb-13-2021 06:54:23 ACVOPFEINFP6000 |Giselle Query 2: Reissued: Opened Pls clarify what
(UTC-07:00) Mountain Castillo changes were made?
Time (US & Canada) (b) (4) Thanks
Feb-10-2021 13:31:45 ACVOPFEINFP6000 | auto query Query 2: Answered Changed to comply
(UTC-07:00) Mountain (autoquery) with query request
Time (US & Canada)
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Feb-10-2021 13:31:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Changed to comply
(UTC-07:00) Mountain (6) Esophageal varices hemorrhage | with query request
Time (US & Canada)
Feb-03-2021 11:39:28 ACVOPFEINFPE000 | Giselle Query 2: Reissued:Opened Thank you for your
(UTC-07:00) Mountain Cadtillo response. Kindly
Time (US & Canada) (b) (4) clarify, what the
esophageal varices
associated to?
Thanks.
Feb-01-2021 16:51:10 ACVOPFEINFPG000 |(b) (4), (b) | Query 2: Answered Pt. does not have a
(UTC-07:00) Mountain (6) diagnosis of
Time (US & Canada) cirrhosis.
Jan-29-2021 10:35:00 ACVOPFEINFP6000 |Giselle Query 2: Opened CLINICAL_ pls
(UTC-07:00) Mountain Cadtillo adviseis VARICES
Time (US & Canada) (b) (4) refersto aprior
underlying condition.
If so, clarify if
subject hasa
diagnosis of

Cirrhosis. Thanks

Jan-29-2021 08:48:47 ACVOPFEINFP6000 |Giselle Query 1: Closed Response satisfies
(UTC-07:00) Mountain Cadtillo query

Time (US & Canada) (b) (4)

Jan-25-2021 15:36:27 ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Answered Done
(UTC-07:00) Mountain (6)

Time (US & Canada)

Jan-24-2021 08:41:10 ACVOPFEINFP6000 |Giselle Query 1: Reissued:Opened Thanksfor
(UTC-07:00) Mountain Cadtillo clarifying. Please
Time (US & Canada) (b) (4) provide this

informationinaFU
form soitisadded to

the safety report.
Jan-19-2021 15:36:47 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Answered Participant was
(UTC-07:00) Mountain (6) punched by an
Time (US & Canada) unknown assailant 2
days prior to

admission. Thisis
the only information
we have regarding
the assaullt.

Jan-18-2021 06:52:32 ACVOPFEINFP6000

Gisdle Query 1: Opened Per safety report, the
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1218

Form: ADVERSE EVENT REPORT -

Form Status. Data Complete, Frozen

eCRF Audit Trail History

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

(UTC-07:00) Mountain Cadtillo subject was assaulted

Time (US & Canada) (b) (4) before admission to
hospital. Would you
please provide
further information
on the assault?
Thanks

Jan-11-2021 17:01:30 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) Hematemesis secondary to esoph

Time (US & Canada) ageal varices

4, Start Date Time:

Date Location User Value Reason

Jan-11-2021 17:01:30 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) Jan/9/2021 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Jan-22-2021 14:12:44 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: New Information

(UTC-07:00) Mountain (6) NO

Time (US & Canada) End Date Time:

Jan/9/2021 UNK:UNK

Jan-11-2021 17:01:30 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) YES

Time (US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason

Jan-11-2021 17:01:30 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry

(UTC-07:00) Mountain (6) 4

Time (US & Canada)

7. 1 sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Time (US & Canada)

Is this serious event associated
with congenital anomaly or birt
h defect?

NO

Did this serious event result in d
eath?

NO

Did this serious event require or
prolong hospitalization?

YES
Did this serious event result in p
ersistent or significant disability
/incapacity?

NO

Isthis serious event life threaten
ing?

YES

Other medically important serio
us event

Date L ocation User Value Reason

Jan-12-2021 23:03:22 ACVOPFEINFP6000 |(b) (4), Query 1: Deleted Query can be

(UTC-07:00) Mountain (b) (6) addressed internally

Time (US & Canada)

Jan-11-2021 17:01:30 ACVOPFEINFPE000 | auto query Query 1. Candidate For AE

(UTC-07:00) Mountain (autoquery) Hematemesis

Time (US & Canada) secondary to
esophageal varices:
Responseto "Isthe
adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.

Jan-11-2021 17:01:30 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) YES
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Jan-11-2021 17:01:30 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-10-2021 13:32:36 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: New Information
(UTC-07:00) Mountain (6) NOT RELATED
Time (US & Canada) If Not Related to study treatmen
t(s), thisevent is due to:
OTHER
If Other, specify:

Decompensated alcohalic ci

rrhosis
Jan-11-2021 17:01:30 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NOT RELATED
Time (US & Canada) If Not Related to study treatmen

t(s), thisevent is due to:
OTHER
If Other, specify:

Bleeding from esophageal v

arices
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Jan-11-2021 17:01:30 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NOT APPLICABLE
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

11. Was a Concomitant Medication given?

Date

L ocation

User

Value

Reason

Jan-11-2021 17:01:30

(UTC-07:00) Mountain

Time (US & Canada)

ACVOPFEINFP6000

(6)

(b) (4), (b)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date

L ocation

User

Value

Reason

Jan-11-2021 17:01:30

(UTC-07:00) Mountain

Time (US & Canada)

ACVOPFEINFP6000

(6)

(b) (4), (b)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date

L ocation

User

Value

Reason

Feb-16-2021
00:20:58
(UTC-07:00)
Mountain Time (US
& Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Query 2: Closed

outcome updated in SDB. Issue
resolved

Feb-12-2021
09:56:33
(UTC-07:00)
Mountain Time (US
& Canada)

ACVOPFEINFPG000

(b) (4),
(b) (6)

Query 2: Reissued:Ca
ndidate

Pending SDB update

Feb-11-2021
17:02:51
(UTC-07:00)
Mountain Time (US
& Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 2: Answered

Yes. | submitted a f/u form yesterday
(10Feb2021)

Feb-11-2021
13:40:05
(UTC-07:00)
Mountain Time (US
& Canada)

ACVOPFEINFPG000

(b) (4),
(b) (6)

Query 2: Reissued:Op
ened

SAE RECONZ1: Thanks for the
response. Please confirm submission
of SAE follow up form.

Feb-10-2021
13:12:05
(UTC-07:00)
Mountain Time (US
& Canada)

ACVOPFEINFPG000

(b) (4), (b)
(6)

Query 2: Answered

| am submitting a safety update
today.
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status. Data Complete, Frozen

- eCRF Audit Trail History

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Feb-09-2021 ACVOPFEINFP6000 |(b) (4), Query 2: Opened SAE

11:28:27 (b) (6) RECON:AER#2021018658,outcome

(UTC-07:00) was reported as

Mountain Time (US RECOVERING/RESOLVING to

& Canada) Safety DB however, recorded as
RECOVERED/RESOLVED on AE
CRF. Please confirm correct
outcome. If safety updateis
required, please submit afollow-up
form.

Jan-22-2021 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

14:13:50 (autoquery)

(UTC-07:00)

Mountain Time (US

& Canada)

Jan-22-2021 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: New Information

14:13:50 (6) RECOVERED/RESO

(UTC-07:00) LVED

Mountain Time (US

& Canada)

Jan-22-2021 ACVOPFEINFP6000 | auto query Query 1: Opened For AE Hematemesis secondary to

14:12:44 (autoquery) esophageal varices. Response to

(UTC-07:00) "What was the outcome of this

Mountain Time (US adverse event?' is

& Canada) 'Recovering/Resolving' but AE End
Date/Timeis present.

Jan-11-2021 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

17:01:30 (6) RECOVERING/RES

(UTC-07:00) OLVING

Mountain Time (US

& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date L ocation User Value Reason

Jan-11-2021 17:01:30 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) NO

Time (US & Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason

Jan-13-2021 02:25:53 ACVOPFEINFP6000 |(®) (4. (®)(®6) |DataEntry: Initial Entry
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

(UTC-07:00) Mountain
Time (US & Canada)

(b)
(),
(b) (6)

2021018658
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Incomplete, Data Complete, Deleted

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

1. Category:

Date L ocation User Value Reason

Feb-16-2021 14:21:31 ACVOPFEINFP6000 |autocalc |DataEntry: Removed per query

(UTC-07:00) Mountain (autocalc) and captured on

Time (US & Canada) Potential COVID
illness CRF.

Jan-22-2021 14:21:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Feb-16-2021 14:21:31 ACVOPFEINFP6000 |autocalc |DataEntry: Removed per query

(UTC-07:00) Mountain (autocalc) and captured on

Time (US & Canada) Potential COVID
illness CRF.

Jan-22-2021 14.21:35 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) |4

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-23-2021 04:12:30 | ACVOPFEINFP6000 |(b) (4), Query 3: Closed Logline inactivated

(UTC-07:00) Mountain (b) (6)

Time (US & Canada)

Feb-19-2021 17:55:05 | ACVOPFEINFPE000 | Salim Query 1: Closed Response satisfies

(UTC-07:00) Mountain Bouguermouh query

Time (US & Canada) (b) (4)

Feb-19-2021 01:04:34 | ACVOPFEINFP6000 | Saumitra Query 3: Opened DM Query - If thereis

(UTC-07:00) Mountain Dubey no data to report,

Time (US & Canada) (b) @) kindly consider

deleting the logline.
Else clarify.
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

*** THISREPEATING FORM HASBEEN DELETED ***

Feb-16-2021 14:21:31 ACVOPFEINFP6000 | auto query Query 1: Answered Removed per query
(UTC-07:00) Mountain (autoquery) and captured on
Time (US & Canada) Potential COVID
illness CRF.
Feb-16-2021 14:21:31 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Removed per query
(UTC-07:00) Mountain (6) and captured on
Time (US & Canada) Potential COVID
illness CRF.
Feb-15-2021 19:34:42 ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies
(UTC-07:00) Mountain Bouguermouh query
Time (US & Canada) (b) (4)
Feb-15-2021 19:34:08 | ACVOPFEINFP6000 | Salim Query 1: Reissued:Opened Clin: Per Prot Sect
(UTC-07:00) Mountain Bouguermouh 8.3.7., potential
Time (US & Canada) (b) (4) COVID-19 related
VIRAL
GASTROENTERITIS
does not qualify as AE
and please should be
documented ONLY on
the ILLNESS
DETAILS CRF form
and should not be
captured on the AE
CRF page
Feb-15-2021 16:01:47 | ACVOPFEINFPE000 |(b) (4), (b) Query 2: Answered | have completed the
(UTC-07:00) Mountain (6) potential COVID
Time (US & Canada) [lIness Visit CRF
formswith al
information available.
Asyou have noted, no
NASAL SWAB was
collected.
Feb-15-2021 15:59:35 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered | have generated a
(UTC-07:00) Mountain (6) Potential COVID
Time (US & Canada) illness visit from the
information we have
available.
Feb-13-2021 15:40:44 ACVOPFEINFP6000 | Salim Query 1: Reissued:Opened Clin: VIRAL
(UTC-07:00) Mountain Bouguermouh GASTROENTERITIS
Time (US & Canada) (b) (4) (DIARRHEA,
VOMITING,
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Incomplete, Data Complete, Deleted

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

*** THISREPEATING FORM HASBEEN DELETED ***

CHILLS, FEVER),
should have please
triggered a potential
COVID visit
irrespective of
perceived etiology,
clinical significance
and captured on the
COVID-19 forms only

Feb-13-2021 15:37:03 ACVOPFEINFPE000 | Salim Query 2: Reissued:Opened Medical monitor:
(UTC-07:00) Mountain Bouguermouh Despite telehealth visit
Time (US & Canada) (b) (4) was not done, please
complete the potential
COVID-19 llIness
Visit CRF forms with
all information
available. Should be
captured only on the
SOD CRFformand a
NASAL SWAB will
not be collected

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Feb-10-2021 15:08:23 ACVOPFEINFP6000 | auto query Query 2: Answered Changed Information
(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Feb-10-2021 15:08:23 | ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information
(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Feb-10-2021 15:08:23 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed Information
(UTC-07:00) Mountain (6) Viral gastroenteritis

Time (US & Canada)

Jan-25-2021 11:39:08 ACVOPFEINFPE000 | Salim Query 2: Opened Medical monitor:
(UTC-07:00) Mountain Bouguermouh Despite telehealth visit
Time (US & Canada) (b) (4) was not done, please

complete the potential
COVID-19 lliness
Visit CRF forms with
al information
available. Should be
captured only on the
SOD CRFform and a
NASAL SWAB will
not be collected
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Incomplete, Data Complete, Deleted

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

*** THISREPEATING FORM HASBEEN DELETED ***

Jan-25-2021 11:38:32 ACVOPFEINFP6000 |Salim Query 1: Opened Clin: Per Prot Sect

(UTC-07:00) Mountain Bouguermouh 8.1, COVID-19 listed

Time (US & Canada) (b) (4) symptom
VOMITING, should
have please triggered a
potential COVID
IlIness Visit
irrespective of
perceived etiology or
clinical significance
and captured only on
the CRF SOD form

Jan-22-2021 14:21:35 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) Vomiting

Time (US & Canada)

4. Start Date Time:

Date Location User Value Reason

Jan-22-2021 14.21:35 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) Jan/17/2021 10:00

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date Location User Value Reason

Jan-22-2021 14:21:35 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) NO

Time (US & Canada) End Date Time:

Jan/18/2021 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason

Jan-22-2021 14:21:35 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) 1

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

*** THISREPEATING FORM HASBEEN DELETED ***

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; |mportant medical event (i.e. may jeopardize subject and may

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Jan-22-2021 14:21:35 ACVOPFEINFPS000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Jan-22-2021 14:21:35 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date Location User Value Reason
Jan-22-2021 14:21:35 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NOT RELATED
Time (US & Canada) If Not Related to study treatment
(s), thisevent is dueto:
OTHER
If Other, specify:
Food poisoning
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Jan-22-2021 14:21:35 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Jan-22-2021 14:21:35 ACVOPFEINFPS000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) YES
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Incomplete, Data Complete, Deleted

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Jan-22-2021 14:21:35 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Jan-22-2021 14:21:35 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) RECOVERED/RESOLVED

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Jan-22-2021 14:21:35 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Category:
Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date Location User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |5
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Toothache
Time (US & Canada)
4, Start Date Time:
Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) Feb/1/2021 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada) End Date Time:
Feb/4/2021 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Feb-10-2021 14:51:49
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(6) 1

7. |sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-10-2021 14:51:49 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NOT RELATED
Time (US & Canada) If Not Related to study treatment
(9), thisevent is due to:
OTHER
If Other, specify:
Dental caries
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) NOT APPLICABLE
Time (US & Canada)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) YES

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) YES

Time (US & Canada)

13. What was the outcome

of this adverse event?:

Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFPG6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) RECOVERED/RESOLVED

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Feb-10-2021 14:51:49 ACVOPFEINFPG6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29

Site No: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status. Data Complete, Answered Queries, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-03-2021 14:28:09 | ACVOPFEINFP6000 |Hayley Wyper | Query 2: Closed Response satisfies

(UTC-07:00) Mountain (b) (4) query

Time (US & Canada)

Mar-03-2021 12:24:35 | ACVOPFEINFP6000 | auto query Query 2: Answered Changed

(UTC-07:00) Mountain (autoquery) Information

Time (US & Canada)

Mar-03-2021 12:24:35 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed

(UTC-07:00) Mountain (6) Jan/22/2021 Information

Time (US & Canada)

Mar-03-2021 12:06:52 | ACVOPFEINFP6000 | Hayley Wyper | Query 2: Opened CLINQUERY: EOT

(UTC-07:00) Mountain (b) (4) page date should

Time (US & Canada) reflect the decision
to not proceed with
further dosing in this
phase. Currently this
date matchesto V1
where subject was
dosed. Please review
date applied

Mar-02-2021 14:46:01 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) Dec/8/2020

Time (US & Canada)

Feb-26-2021 08:39:38 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: entered in error

(UTC-07:00) Mountain (6)

Time (US & Canada)

Feb-16-2021 11:21:19 | ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) Feb/16/2021

Time (US & Canada)

Jan-06-2021 11:25:54 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies

(UTC-07:00) Mountain
Time (US & Canada)

query

Jan-05-2021 16:52:00 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered We have been
(UTC-07:00) Mountain (6) unable to reach this
Time (US & Canada) participant. He has
not reported
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Answered Queries, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

symptoms on his
eDiary.

Jan-04-2021 12:50:01 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened CLIQUERY:

(UTC-07:00) Mountain Subject had a

Time (US & Canada) positive central test
on 08Dec2020
before VAC2. Please
confirm if subject
was symptomatic
and if so then please
complete EOT CRF
with Status of "No
longer meets an
eligibility criteria’
and Specify Status
of "Exclusion
criterion 5.

2. Phase of Disposition:

Date Location User Value Reason

Mar-02-2021 14:46:01 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) | VACCINATION

Time (US & Canada)

Feb-26-2021 08:39:38 ACVOPFEINFP6000 |autocalc |DataEntry: entered in error

(UTC-07:00) Mountain (autocalc)

Time (US & Canada)

Feb-16-2021 11:21:19 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) | VACCINATION

Time (US & Canada)

3. Status:

Date L ocation User Value Reason

Mar-03-2021 12:07:22 | ACVOPFEINFP6000 | Hayley Wyper | Query 1: Closed Response satisfies

(UTC-07:00) Mountain (b) (4) query

Time (US & Canada)

Mar-02-2021 14:46:01 | ACVOPFEINFPGO00 |(b) (4), (b) Query 2: Deleted Initial Entry

(UTC-07:00) Mountain (6)

Time (US & Canada)

Mar-02-2021 14:46:01 | ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-07:00) Mountain (autoquery)
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Header Text: C4591001

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Answered Queries, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Time (US & Canada)

Mar-02-2021 14.46:01
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b)
(6)

DataEntry:
OTHER

Initial Entry

Mar-02-2021 14:05:26
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

Hayley Wyper
(b) (4)

Query 1: Reissued:Opened

CLINQUERY: This
first EOT page still
applies and should
be completed to
reflect treatment
discontinuation of
the placebo phase.
The active vaccine
(vax 3) treatment
phase hasits own
EOT2 page.

Mar-01-2021 17:43:11
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 1: Answered

This participant only
received VAX 1 and
missed VAX 2 appt.
In the interim he had
COVID and an SAE.
He was unblinded
and received VAX 3
on 16Feb21. This
EOT datawas
deleted because it
did not apply.

Mar-01-2021 08:57:53
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Query 2: Reissued:Candidate

Pending open
clinical query
response

Feb-27-2021 13:39:57
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

Hayley Wyper
(b) (4)

Query 1: Reissued:Opened

CLINQUERY: This
first EOT pageisfor
the first treatment
phase (vax 1 and vax
2 doses + V3).
Please update page
to reflect the date
and reason why
subject did not
receive the second
dosein this Rx
phase.

Feb-26-2021 08:40:20
(UTC-07:00) Mountain

ACVOPFEINFPG000

(b) (4), (b)
(6)

Query 2: Answered

date was entered on
this pagein error
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Answered Queries, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Time (US & Canada)

Feb-26-2021 00:12:04
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b)
(6)

Query 2: Opened

DM: Please update
correct status. Thank
you.

Feb-25-2021 15:40:40
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Answered

Transcription Error

Feb-25-2021 15:40:40
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b)
(6)

Data Entry:

Transcription Error

Feb-25-2021 03:51:14
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 1: Opened

CLINQUERY:
Subject did not
receive the second
dose of study
treatment in blinded
phase (Vax2).
Therefore, status
cannot be
COMPLETED for
this EOT page.
Please review reason
for treatment
discontinuation
(blinded phase) and
update status to
match

Feb-23-2021 06:10:05
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

Hayley Wyper
(b) (4)

Query 1: Candidate

CLINQUERY:
Subject did not
receive the second
dose of study
treatment in blinded
phase (Vax2).
Therefore, status
cannot be
COMPLETED for
this EOT page.
Please review reason
for treatment
discontinuation
(blinded phase) and
update status to
match
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Header Text: C4591001

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Answered Queries, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Feb-16-2021 11:21:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) COMPLETED

Time (US & Canada)

4, Specify Status:

Date L ocation User Value Reason

Mar-12-2021 13:12:40 ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Answered My error. He had a

(UTC-07:00) Mountain (6) positive COVID test

Time (US & Canada) (from Pfizer) but was
never diagnosed.

VAX 2 was delayed
because of his SAE
hospitalization. He
was then unblinded
and found to have
received placebo, so
he moved to VAX 3.

Mar-12-2021 02:00:54
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) | Query 1: Opened CLINQUERY: COV
(6) ILL visit does not
report acovid illness
diagnosis. Please
review entry in field
that reports 'covid'
was experienced by
subject and clarify. If
Vax 2 was delayed
only due to these
symptoms and the
SAE please clarify in
field.

Mar-11-2021 09:19:49
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

Hayley Query 1: Candidate CLINQUERY: COV
Wyper ILL visit does not
(b) (4) report a covid illness
diagnosis. Please
review entry in field
that reports 'covid'
was experienced by
subject and clarify. If
Vax 2 was delayed
only due to these
symptoms and the
SAE please clarify in
field.
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Header Text: C4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Answered Queries, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181057
Generated By: (b) (4)

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Mar-02-2021 14:46:01
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(6) Participant got COVID and had a

n SAE after VAX 1. He crossed o
ver before VAX 2.
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-02-2021 | ACVOPFEINFPE000 (b) (4), (b) Query 1 | Response satisfies

06:53:52 (6) : Closed | query

(UTC-07:00)

Mountain

Time (US&

Canada)

Mar-01-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1 | EOT was deleted

17:46:49 (6) : Answe | after being entered

(UTC-07:00) red in error. Pt missed

Mountain VAX 2 appt dueto

Time (US& COVID and an SAE.

Canada) He was unblinded
10Feb21, found to
have received
placebo, and got
VAX 3 16Feb2021.

Feb-26-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1 | DMW7479111;,DOV

16:31:35 (b) (4) : Opene |isentered for Revax

(UTC-07:00) d Contact but

Mountain Disposition

Time (US& Treatment at

Canada) END_OF TRT visit
isnull. Please
review and update as
appropriate.

Feb-15-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE |Initial Entry

13:26:43 ntry:

(UTC-07:00) Feb/10/

Mountain 2021

Time (US&

Canada)

Page 239 of 260

*** Confidential***

FDA-CBER-2021-5683-0824774




Header Text: C4591001

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
Unscheduled History

Form Version: 10-Dec-2020 02:25 Form Status. Data Complete, Frozen

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Select appropriate response - |'s participant willing to return for Vaccination 3?

Date L ocation User Value Reason
Feb-15-2021 13:27:01 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Participant is willing to return fo
Time (US & Canada) r Vaccination 3

Participant is:

eligible per local/national rec
ommendations and confirmed
to have received only placebo
at Vaccination 1/2

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date Treatment Unblinded :

(UTC-07:00) Mountain
Time (US & Canada)

(b) (6)

ASSESSELIGIBILITY FOR A
DDITIONAL VACCINATION

Date L ocation User Value Reason
Feb-15-2021 13:26:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Feb/10/2021

Time (US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-15-2021 13:26:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-16-2021 11:21:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Feb/16/2021

Time (US & Canada)
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Header Text: C4591001

Visit: V101 VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status. Data Complete, Frozen, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Consent Was.
Date Location User Value Reason
Feb-16-2021 11:22:01 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) OBTAINED
Time (US & Canada) Date Written Consent Obtained

Feb/16/2021
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Feb-16-2021 11:22:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Feb/16/2021

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Feb-16-2021 11:22:47 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain
Time (US & Canada)

(autocalc) | REPEAT SCREENING 1

3. Status:
Date L ocation User Value Reason
Feb-16-2021 11:22:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) COMPLETED
Time (US & Canada)
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Header Text: C4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-16-2021 11:22:57 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Feb-16-2021 11:22:57 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Feb-16-2021 11:29:55 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Feb-16-2021 11:29:08 ACVOPFEINFP6000 | auto query Query 2: Opened 'Sample Collected?

(UTC-07:00) Mountain (autoquery) ismarked as No and

Time (US & Canada) 'If no sample was
collected or sample
was not collected
according to
protocol, please
providereason' is
missing. Please
review and update
as appropriate.

Feb-16-2021 11:29:08 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Feb-16-2021 11:29:08 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

Feb-16-2021 11:22:57 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?

(UTC-07:00) Mountain (autoquery) is Yes, however no
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Time (US & Canada)

barcodes are
entered. Please
review and correct

as appropriate.
Feb-16-2021 11:22:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-07:00) Mountain (b) (6) YES

Time (US & Canada)

Date of Collection:

Feb/16/2021

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Feb-16-2021 11:29:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain
Time (US & Canada)

(b) (6)

Sample was collected at COVID
A1l Convalescent visit on the sa
me date of 16 FEB 2021
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Data Origin
Date L ocation User Value Reason
Feb-16-2021 11:23:11 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Feb-16-2021 11:23:11 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Feb-16-2021 11:55:51 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)
Time (US & Canada)
Feb-16-2021 11:23:11 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-07:00) Mountain (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Feb-16-2021 11:23:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) YES
Time (US & Canada) Date of Collection:
Feb/16/2021
5a
Date L ocation User Value Reason
Feb-16-2021 11:55:51 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Sample |D: BR8NL6
Time (US & Canada)
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

5.aSample D
Date L ocation User Value Reason
Feb-16-2021 11:55:51 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) BR8NL6
Time (US & Canada)
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Header Text: C4591001
Visit: V101_VAX3

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Was there a temporary delay of vaccination?

(UTC-07:00) Mountain
Time (US & Canada)

Date L ocation User Value Reason
Feb-16-2021 11:23:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

2. Treatment Name

Date L ocation User Value Reason
Feb-16-2021 11:23:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | BNT162b2

3. Formulation:

*** Confidential***

Date Location User Value Reason

Feb-16-2021 11:23:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

(UTC-07:00) Mountain (autocalc) | INJECTION

Time (US & Canada)

4. Dose Date Time:

Date Location User Value Reason

Feb-16-2021 11:26:03 ACVOPFEINFPE000 | auto query Query 1: Closed Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Feb-16-2021 11:26:03 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-07:00) Mountain (b) (6) Feb/16/2021 11:02

Time (US & Canada)

Feb-16-2021 11:23:54 ACVOPFEINFPE000 | auto query Query 1: Opened Dose Date,

(UTC-07:00) Mountain (autoquery) 16/Feb/2021 11:32

Time (US & Canada) isafuture date
relative to when it
was entered on
16/Feb/2021 11:23.
Please correct.

Feb-16-2021 11:23:54 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry

(UTC-07:00) Mountain (b) (6) Feb/16/2021 11:32

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

5. Anatomical Location:

Date L ocation User Value Reason
Feb-16-2021 11:23:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Feb-16-2021 11:23:54 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) LEFT

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Feb-16-2021 11:23:54 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Feb-16-2021 11:23:54 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |30.0

Time (US & Canada)

9. Unit:

Date L ocation User Value Reason
Feb-16-2021 11:23:54 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-16-2021 11:23:54 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |30 MINUTES

Time (US & Canada)

11. Was the subject observed for at least the protocol specified observation period after investigational product
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V101_VAX3

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

administration?

Date L ocation User Value Reason
Feb-16-2021 11:23:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) YES

Time (US & Canada)

*** Confidential***
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V102 VAX4

Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-08-2021 11:34:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Mar/8/2021

Time (US & Canada)
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Header Text: C4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

Form Version: 22-Apr-2020 21:03
Site No: 1218

Subject No: 12181057

Generated By: (b) (4)

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-08-2021 11:34:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Mar-08-2021 11:34:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Mar-08-2021 11:35:38 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)
Time (US & Canada)
Mar-08-2021 11:34:53 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-07:00) Mountain (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Mar-08-2021 11:34:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) YES
Time (US & Canada) Date of Collection:
Mar/8/2021
5a
Date L ocation User Value Reason
Mar-09-2021 09:56:10 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-07:00) Mountain (6) Sample ID: BR8NLV
Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:11

Mar-09-2021 09:55:18
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Data Entry:

Sample |D: BR8NLV

Transcription Error

Mar-08-2021 11:35:38
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Data Entry:

Sample ID: BR8NLV

Initial Entry

5.aSampleID

Date L ocation

User

Value

Reason

Mar-09-2021
15:08:00
(UTC-07:00)
Mountain
Time (US&
Canada)

ACVOPFEINFP6000.InFormA dapter.Discrepancy

DMW QUERY

(b) (4)

Query
3:Clo

Auto closed by
Validation Check:
VC_BEETRKO001_02

Mar-09-2021
09:56:10
(UTC-07:00)
Mountain
Time (US&
Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query
4: Clo

Close Auto Query

Mar-09-2021
09:56:10
(UTC-07:00)
Mountain
Time (US&
Canada)

ACVOPFEINFPG6000

auto query
(autoquery)

Query
1: Clo

Close Auto Query

Mar-09-2021
09:56:10
(UTC-07:00)
Mountain
Time (US&
Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Transcription Error

Mar-09-2021
09:55:18
(UTC-07:00)
Mountain
Time (US&
Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query

ened

Entered text has either a
carriage return (line
break) or extra spaces

at the end of the text or
between words. Please
correct by removing al
datain thefield and
re-enter without adding
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1218

Subject No: 12181057
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

extra spaces or using
enter or tab keys.
Mar-09-2021 | ACVOPFEINFP6000 auto query Query | Transcription Error
09:55:18 (autoquery) 3: An
(UTC-07:00) swere
Mountain d
Time (US&
Canada)
Mar-09-2021 | ACVOPFEINFP6000 auto query Query | Barcodeisnot 6
09:55:18 (autoquery) 1: Op |charactersin length.
(UTC-07:00) ened | Pleasereview and
Mountain correct as appropriate.
Time (US&
Canada)
Mar-09-2021 | ACVOPFEINFP6000 (b) (4), (b) Data | Transcription Error
09:55:18 (6) Entr
(UTC-07:00) .
Mountain BR8N
Time (US& LV
Canada)
Mar-09-2021 | ACVOPFEINFPS000 (b) (4), Query | DM: To avoid
03:56:03 (b) (6) 1: Rel | processing errors,
(UTC-07:00) ssued: | please remove the
Mountain Opene | identified character by
Time (US& d deleting the entry and
Canada) re-entering the data
(without using copy
and paste).
Mar-08-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
21:43:33 2: Clo | query
(UTC-07:00) sed
Mountain
Time (US&
Canada)
Mar-08-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7639538;Barcode
21:38:38 (b) (4) 3: Op | contains blank Space
(UTC-07:00) ened | whichisnot the correct
Mountain format. Please review
Time (US& and correct as
Canada) appropriate.
Mar-08-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Changed data per query

*** Confidential***

Page 255 of 260

FDA-CBER-2021-5683-0824790




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:11

11:37:01 (b) (4), (b) (6) 1: An

(UTC-07:00) swere

Mountain d

Time (US&

Canada)

Mar-08-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Changed data per query

11:36:44 2: An

(UTC-07:00) swere

Mountain d

Time (US&

Canada)

Mar-08-2021 | ACVOPFEINFP6000 auto query Query | Entered text has either a

11:35:38 (autoquery) 2: Op |carriagereturn (line

(UTC-07:00) ened | break) or extra spaces

Mountain at the end of the text or

Time (US& between words. Please

Canada) correct by removing all
datain thefield and
re-enter without adding
extra spaces or using
enter or tab keys.

Mar-08-2021 | ACVOPFEINFP6000 auto query Query | Barcodeisnot 6

11:35:38 (autoquery) 1: Op | charactersinlength.

(UTC-07:00) ened | Pleasereview and

Mountain correct as appropriate.

Time (US&

Canada)

Mar-08-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |Initia Entry

11:35:38 Entr

(UTC-07:00) .

Mountain BR8N

Time (US& LV

Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181057 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada)

2. Treatment Name

Date L ocation User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | BNT162b2

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | INJECTION

Time (US & Canada)

4. Dose Date Time:

Date Location User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Mar/8/2021 09:49

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) LEFT

Time (US & Canada)
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090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001
Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26

SiteNo: 1218
Subject No: 12181057
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 13:11

7. Route:

Date L ocation User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-07:00) Mountain (autocalc) |30.0

Time (US & Canada)

9. Unit:

Date Location User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | 30 MINUTES

Time (US & Canada)

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date L ocation User Value Reason
Mar-08-2021 11:38:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) YES
Time (US & Canada)
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Header Text: C4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:11

090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Back to Form

1. Subject Status
Date L ocation User Value Reason
Mar-02-2021 14:46:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | DISCONTINUED
Time (US & Canada)
Feb-25-2021 15:40:40 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-07:00) Mountain (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Feb-16-2021 11:21:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | FOLLOW-UP
Time (US & Canada)
Dec-08-2020 14:21:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Dec-08-2020 14:19:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Mar-03-2021 12:24:35 ACVOPFEINFP6000 |autocac |DataEntry: Changed Information
(UTC-07:00) Mountain (autocalc) | Jan/22/2021
Time (US & Canada)
Mar-02-2021 14:46:01 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Dec/8/2020
Time (US & Canada)
Feb-26-2021 08:39:38 ACVOPFEINFPE000 |autocalc |DataEntry: entered in error
(UTC-07:00) Mountain (autocalc) | Dec/8/2020
Time (US & Canada)
Feb-25-2021 15:40:40 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-07:00) Mountain (autocalc) | Dec/8/2020
Time (US & Canada)
Feb-16-2021 11:21:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Feb/16/2021
Time (US & Canada)

Page 259 of 260

*** Confidential***

FDA-CBER-2021-5683-0824794




090177e196ae3e9c\Final\Final On: 01-Apr-2021 04:56 (GMT)

Header Text: C4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1218

Subject No: 12181057

Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status. Data Complete, Verified

Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 13:11

Dec-08-2020 14:21:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain
Time (US & Canada)

(autocalc) | Dec/8/2020

Dec-08-2020 14:19:48 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain
Time (US & Canada)

(autocalc) | Dec/8/2020
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