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Header Text: C4591001

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

Subject No: 12181001
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 equivaent 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?
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

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
Oct/19/2020

Page 2 of 464

*** Confidential***
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1218

Subject No: 12181001

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 [12181001]

2. | Birth Date: (b) (6)/1988

3. | Sex: FEMALE

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

6. | Racial Designation:

*** Confidential***

Page 3 of 464

FDA-CBER-2021-5683-0823006
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 12181001

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 Oct/19/2020
2. | Erroneous Visit
Page 4 of 464

*** Confidential***
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Vis
For

Header Text: C4591001

t: V1 DAY1 VAX1 L
m Version: 10-Oct-2020 16:00

Site No: 1218
Subject No: 12181001
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 M et
1 Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion CriteriaMet
2 Description of Exclusion Not Applicable
Criterion Met
Page 5 of 464
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1218

Subject No: 12181001

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 Oct/19/2020
Compl etion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
Page 6 of 464

*** Confidential***
FDA-CBER-2021-5683-0823009
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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
Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 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 [pre-diabetes)
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jul/31/2019
Ongoing: YES
1b 1| Line/MH Number: [2]
Disease/Syndrome/Surgery [supraventricular tachycardia)
/Non-Drug Allergies/Drug
Allergies:
Start Date: Apr/24/2003
Ongoing: NO
End Date:
Apr/24/2003
1| Line/MH Number: [3]
Disease/Syndrome/Surgery [acid reflux]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Aug/15/2014
Ongoing: NO
End Date:
Apr/30/2020
Ld || Line/MH Number: (4]
Disease/Syndrome/Surgery [chronic hip pain]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Aug/15/2014
Ongoing: YES
Page 7 of 464
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12181001

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

1e|| Line/MH Number: [5]
Disease/Syndrome/Surgery [hiatal herniarepair]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Sep/UNK/2018
Ongoing: NO
End Date:
Sep/UNK/2018

L1 LineMH Number: 6]
Disease/Syndrome/Surgery [Morbid obesity]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Dec/17/2009
Ongoing: YES
19| Line/MH Number: [7]

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

[Choldlithiasis]

Start Date: Mar/9/2020
Ongoing: NO
End Date:
Jan/21/2021
Page 8 of 464
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04
Site No: 1218

Subject No: 12181001
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: Oct/19/2020

2. | Weight: [273.0]

3. | Unit: LB

4. |Height: [67.0]

5. | Unit: in

6. | Body Mass Index: [42.8]

Vital Signs Details

7-a|| Record I dentifier: 1
Temperature: [97.8]
Unit: F
Temperature Location: FOREHEAD

Page 9 of 464
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
Site No: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

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

Lab Urinalysis
1. [Lab Pand: URINALY SIS
2. | Lab Sub-Pand: PREGNANCY
3. | Collection Date: Oct/19/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Resullt: NEGATIVE
Not Done:
Page 10 of 464

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12181001

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

*** Confidential***

Disposition
1. | Randomization Date : Oct/19/2020
2. | Randomization Number: [110585]
3. | Randomization Group: [1
Page 11 of 464

FDA-CBER-2021-5683-0823014
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12181001

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
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/19/2020
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.
Sa|| sampleID [BRSNFH]
5b |l sample D [BS72N5]
5C || sample ID [BS72N4]
Page 12 of 464

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12181001

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:
Oct/19/2020
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.
Sa|| sampleID [BRSNFG]
Page 13 of 464
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1218

Subject No: 12181001

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 [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Oct/19/2020 15:44
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [1
9. [Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 14 of 464

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1218

Subject No: 12181001
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

*** Confidential***

Page 15 of 464
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Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12181001

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 Nov/11/2020
2. | Erroneous Visit
Page 16 of 464

*** Confidential***
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Header Text: C4591001

Visit: V2 VAX2_L

Form Version: 10-Oct-2020 16:01
Site No: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

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: Nov/11/2020
Vital Signs Details
2. || Record Identifier: 1

Temperature: [97.0]

Unit: F

Temperature Location: FOREHEAD

Page 17 of 464
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Header Text: C4591001

Visit: V2 VAX2_L

Form Version: 10-Oct-2020 15:58
Site No: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

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

Lab Urinalysis
1. [Lab Pand: URINALY SIS
2. | Lab Sub-Pand: PREGNANCY
3. | Collection Date: Nov/11/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Resullt: NEGATIVE
Not Done:
Page 18 of 464

*** Confidential***
FDA-CBER-2021-5683-0823021
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Header Text: C4591001

Visit: V2 VAX2_L

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

Subject No: 12181001

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:
Nov/11/2020
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.
Sa|| sampleID [BRSNGG]
Page 19 of 464
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Header Text: C4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:04
Site No: 1218

Subject No: 12181001

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 [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Nov/11/2020 11:00
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [1
9. [Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 20 of 464
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
SiteNo: 1218

Subject No: 12181001

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 Dec/14/2020
2. | Erroneous Visit
Page 21 of 464
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:03
Site No: 1218

Subject No: 12181001

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
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/14/2020
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.
Sa|| sampleID [BRSNX3]
5b |l sample D [BS72DK]
5C || sample ID [BS72DL]
Page 22 of 464
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Header Text: C4591001

Visit: V4_MONTH6_L

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

Subject No: 12181001

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

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***

Page 23 of 464
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Header Text: C4591001

Visit: V4 MONTHS6_L

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

Subject No: 12181001

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

Data Origin

Sample Type

1
2.
3. | Sample Collected?
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

[]

Page 24 of 464

*** Confidential***
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Header Text: C4591001

Visit: V5_MONTH12_L

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

Subject No: 12181001

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

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***

Page 25 of 464
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Header Text: C4591001

Visit: V5 MONTH12_L

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

Subject No: 12181001

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

Data Origin

Sample Type

1
2.
3. | Sample Collected?
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

[]

Page 26 of 464
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Header Text: C4591001

Visit: V6_MONTH24 L

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

Subject No: 12181001

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

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V6_MONTH24 L

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

Subject No: 12181001

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

Data Origin

Sample Type

1
2.
3. | Sample Collected?
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

[]

Page 28 of 464
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

on Dec/21/2020

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

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Dec/21/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A

Page 29 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Dec/21/2020

Form Version: 10-Dec-2020 02:29

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not 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: Dec/21/2020
2. | Date of First Symptom Started: Dec/18/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/22/2020
Symptoms
4a|| symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f 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? YES
4 || symptoms: VOMITING
Was symptom present? NO
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Header Text: C4591001

on Dec/21/2020

Form Version: 10-Dec-2020 02:29
SiteNo: 1218

Subject No: 12181001

Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Not Complete

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

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

Symptoms - Other

Sa|| symptoms - Other Text:

[headache]

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:54

Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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

4 Date of Collecti | Specimen Ty | Specimen C_oIIchon Loc | Assay Codg and Descrip | Device Ty Form I nstance
on pe ation tion pe
1. | Not Done Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Dec/21/2020

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

Subject No: 12181001
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

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

1. | Actua Date of Collection: Not Done Comments
1
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Comments/Findings/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Dec/21/2020

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

Subject No: 12181001

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

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or [Staff collected swab]
sample was not collected according
to protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

Page 34 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Dec/21/2020

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

Subject No: 12181001

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 NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Dec/21/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sample 1D [BRSNXN]
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Header Text: C4591001

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

on Dec/21/2020

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

Subject No: 12181001

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

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]

lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO
1d1| physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor 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. | Hasthe subject been hospitalized
due to potential COVID-19 illness?

NO
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

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. | Not Done Not Done Not Done | Not Done | Not Done | Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

on Dec/21/2020

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

Subject No: 12181001
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

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. | What isthe treatment |dentifier? Not Done Comments
[

2. | Concomitant Non-drug Treatment | Not Done Comments

Pre-specified:

3. | Treatment: Not Done Comments

4. | Treatment: Not Done Comments
[]

5. | Start Date: Not Done Comments
Il

6. | Ongoing? Not Done Comments

Page 38 of 464
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Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: ILLNESS DETAILS

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

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

*** Confidential***

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 3
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Header Text: C4591001

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181001 Subject Initials: ---

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

4 Category of (':Ilnlcal Event | Subcategory OI Clinical Even Dlagn03|§ Obtaine Toxmtg Grad Form I 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 Dec/21/2020

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

Subject No: 12181001
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

Back to Form
Form Comments
eCRF Audit Trail History

*** 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: 12181001
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

Category for La | Vendor N | Coallection | Specimen Form Instanc
# b Test ame Date: Type Lab Result e
1. | Not Done Not Done | Not Done Not Done Sponsor -Defined Id Repeating
s Test: | Result: Pages
entifier

Not Done Not Do | Not Do
ne ne

Not Done Not Do | Not Do
ne ne

Not Done Not Do | Not Do
ne ne

Not Done Not Do | Not Do
ne ne

Not Done Not Do | Not Do
ne ne

Not Done Not Do | Not Do
ne ne

Not Done Not Do | Not Do
ne ne
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

*** Confidential***

1. | Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[]
3. | Collection Date: Not Done Comments
1
4. | Specimen Type: Not Done Comments
Lab Result
Sa Sponsor ID: Not Done Comments
[]
Test: C Reactive Protein_PX329
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

5b Sponsor ID: Not Done Comments

[]

Test: Alanine Aminotransferase_PX30

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5 || sponsor ID: Not Done Comments

[]

Test: Aspartate Aminotransferase_PX28

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

Page 44 of 464
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Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Status. Data Complete, Frozen, Verified

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

*** Confidential***

5d Sponsor ID: Not Done Comments

[]

Test: Alkaline Phosphatase PX35

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5 || sponsor ID: Not Done Comments

[]

Test: Bilirubin_PX21

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

S5f Sponsor ID: Not Done Comments

[]

Test: Blood Urea Nitrogen PX47

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5.9 || sponsor 1D: Not Done Comments

[]

Test: Creatinine_PX48

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1218
Subject No: 12181001
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

*** Confidential***

Category for | Vendor Name (D | Collection | Specimen Form Instanc
1 Lab Test ERIVED) Date: Type Lab Result e
1. | Not Done Not Done Not Done | Not Done Sponsor -Defined Result Repeating

I dentifier
Not Done Not D |[NotD
one one
Not Done Not D [NotD
one one
Not Done Not D |[NotD
one one
Not Done Not D [NotD
one one
Not Done NotD |NotD
one one
Not Done Not D |[NotD
one one
Not Done Not D [Not D
one one
Not Done Not D [Not D
one one
Not Done Not D [Not D
one one
Not Done Not D [NotD
one one
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology
1. | Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[]
3. | Collection Date: Not Done Comments
"
4. | Specimen Type: Not Done Comments
Lab Result
Sa Sponsor ID: Not Done Comments
[]
Test: Hemoglobin_PX1
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Status. Data Complete, Frozen, Verified

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

*** Confidential***

5b Sponsor ID: Not Done Comments

[]

Test: Hematocrit_PX2

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5 || sponsor ID: Not Done Comments

[]

Test: Erythrocytes PX3

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

5d Sponsor ID: Not Done Comments

[]

Test: Platelets PX5

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5 || sponsor ID: Not Done Comments

[]

Test: Leukocytes PX7

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Dec/21/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
S5f Sponsor ID: Not Done Comments
[]
Test: Neutrophils_PX608
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
5.9 || sponsor 1D: Not Done Comments
[]
Test: Eosinophils_PX609
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

5h Sponsor ID: Not Done Comments

[]

Test: Monocytes PX612

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

Si Sponsor ID: Not Done Comments

[]

Test: Basophils_PX610

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

5

Sponsor |D: Not Done Comments
[]
Test: Lymphocytes PX611
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 15:59
Site No: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

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

# Date: Vital Signs Details Form Instance
1. |Dec/21/2020 Record I dentifier: systalic: Diagtolic: Repeating Pages
1 110 84
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12181001

Generated By: (b) (4)

Form: VITAL SIGNS- COVID

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

Subject Initials: ---

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

*** Confidential***

# Date: Vital SignsDetails Form Instance
2.DELETED Dec/21/2020 Record I dentifier: Systolic: Diastalic: Repeating Pages
110 84
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS - COVID

on Dec/21/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Dec/21/2020

Vital Signs Details

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

2.2 || Record Identifier: 1
Systolic: [110]
Diastalic: [84]
Respiratory Ratein [17]
respirations/minute:
Heart Rate in beats/minute: [88]
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Header Text: C4591001

Subject No: 12181001
Generated By: (b) (4)

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

on Dec/21/2020
Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Deleted, Verified
SiteNo: 1218 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

*** Confidential***

Vital Signs
1. | Date: Dec/21/2020
Vital Signs Details
22| | Record I dentifier: 1
Systalic: [220]
Diastalic: [84]
Respiratory Ratein [24
respirations/minute:
Heart Rate in beats/minute: [88]
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:04
Site No: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

# Date: Vital Signs Details Form Instance
1 |Dec/21/2020 Record I dentifier: Oxygen Saturation Repeating Pages
1 96.0
Page 58 of 464
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Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR

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
eCRF Audit Trail History
Form Audit Trail

*** Confidential***

Vital Signs
1. |Date: Dec/21/2020
Vital Signs Details
2.2 || Record Identifier: 1
SPO2 Pulse Oximetry % [96.0]
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Header Text: C4591001

Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

# | Date Timeof Assessment | Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1. | Not Done Not Done Not Done Repeating Pages

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)
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Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

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
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

*** Confidential***

1. | Date Time of Assessment: Not Done Comments
I

2. | Arteria Blood Gases PaO2 Not Done Comments

(mmHg):

[

3. | FiO2 (Fraction of Inhaled Oxygen): | Not Done Comments
[]
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55

Site No: 1218
Subject No: 12181001
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 |d | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier ication e-specified ation ate e
1. | Not Done Not Done Not Done Not Done Not Do Repeating
ne Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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
Form Comments
eCRF Audit Trail History

Concomitant Medications

*** Confidential***

1. | What isthe medication identifier? | Not Done Comments
[]
2. | Category: Not Done Comments
3. | Concomitant Medications Not Done Comments
Pre-specified:
4. | Medication: Not Done Comments
Provide the complete genericdrug | [ ]
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. | Start Date: Not Done Comments
"
6. | Ongoing? Not Done Comments
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FDA-CBER-2021-5683-0823066




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1

Form: IMAGING

Form Version: 06-Jul-2020 21:53
Site No: 1218

Subject No: 12181001
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. | Not Done Not Done Not Done Not Done Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING
on Dec/21/2020

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

Subject No: 12181001
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

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

Imaging
1. | Date of Assessment: Not Done Comments
1
2. | Location of Assessment: Not Done Comments
3. | Type of Imaging Exam: Not Done Comments
4. | Assessment: Not Done Comments
Page 65 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Feb/09/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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

Date of Visit
1. | Date of Visit Feb/9/2021
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: COvID_B
Page 66 of 464
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Feb/09/2021
Form Version: 14-Jan-2021 02:23 Form Status. Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
eCRF Audit Trail History
Signsand Symptoms
1. | Date of Assessment: Nov/4/2020
2. | Date of First Symptom Started: Nov/4/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/6/2020
Symptoms
4.a || 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
4f 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? YES
4 || symptoms: VOMITING
Was symptom present? NO
Page 67 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

on Feb/09/2021

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

Subject No: 12181001
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

Symptoms - Other

>. Symptoms - Other Text:

[]

Page 68 of 464

*** Confidential***
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Site No: 1218

Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:54

Subject No: 12181001

Form: MICROBIOLOGY SPECIMEN

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

*** Confidential***

4 Date of Collecti | Specimen Ty | Specimen C_oIIchon Loc | Assay Codg and Descrip | Device Ty Form I nstance
on pe ation tion pe
1. | Not Done Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Feb/09/2021

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

Subject No: 12181001
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

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. | Actua Date of Collection: Not Done Comments
1
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Comments/Findings/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
Page 70 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/09/2021

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

Subject No: 12181001

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

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

Electronic Sample Tracking

1. | DataOrigin SITE Comments
2. | Sample Type NASAL_SWAB_SELF Comments
3. | Sample Collected? NO Comments
4. | If no sample was collected or [Thiswas originally captured as an AE and no swab obtained.] Comments
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: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Electronic Sample Tracking

1. | DataOrigin SITE Comments
2. | Sample Type NASAL_SWAB Comments
3. | Sample Collected? NO Comments
4. | If no sample was collected or [Thiswas originally captured as an AE and no swab obtained.] Comments
sample was not collected according
to protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Feb/09/2021

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

Subject No: 12181001
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

Health Care Utilization

la

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

1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts: | NO

lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO

Ld || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts: | NO

le

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

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

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

Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1. | Not Done Not Done Not Done | Not Done | Not Done | Repeating Pages
Page 74 of 464
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Header Text: C4591001

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT

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
Form Comments
eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

1. | What isthe treatment |dentifier? Not Done Comments
[

2. | Concomitant Non-drug Treatment | Not Done Comments

Pre-specified:

3. | Treatment: Not Done Comments

4. | Treatment: Not Done Comments
[]

5. | Start Date: Not Done Comments
Il

6. | Ongoing? Not Done Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: ILLNESS DETAILS

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

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
Page 76 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181001 Subject Initials: ---

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

4 Category of (':Ilnlcal Event | Subcategory oI Clinical Even Dlagnos(j Obtaine Toxmﬁg Grad Form I nstance

1 Repeating Pages
Page 77 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESSDETAILS - SEVERE

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form Status: Not Started
Site Name: (1218) Johns Hopkins Cent:
Subject Initials: ---

er for American Indian Health

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

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was adiagnosis obtained?
4. | Toxicity Grade:

Page 78 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181001 Subject Initials: ---

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

# Category for Lab | Vendor Na CoIIectl.on D | Specimen T L ab Result Form I nstance

Test me ate: ype

L Sponsor-Defined Ide | Tes | Resul Repedling

ntifier t| t Pages
Page 79 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Feb/09/2021

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

Subject No: 12181001

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

Lab Chemistry Details

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date:

I

4. | Specimen Type:

Lab Result
>. Sponsor |D: []
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 80 of 464
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

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

*** Confidential***

Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e
L Sponsor-Defined | | Tes | Resu Repedting
dentifier | It FPages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Feb/09/2021

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

Subject No: 12181001
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

L aboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date:

I

4. | Specimen Type:

Lab Result
>. Sponsor |D: []
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 82 of 464
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS- COVID

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

*** Confidential***

# Date: Vital Signs Details Form Instance
L Record Identifier: Systolic: Diastolic: Repeating Pages
Page 83 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS- COVID

on Feb/09/2021

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

Subject No: 12181001
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

Vital Signs

1. | Date:

I

Vital Signs Details

2. Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

Page 84 of 464

*** Confidential***
FDA-CBER-2021-5683-0823087




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:04

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

# Date:

Vital Signs Details Form Instance

1

Record I dentifier:

Oxygen Satur ation Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR

on Feb/09/2021

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

Subject No: 12181001
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

Vital Signs

1. | Date:

I

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry %

Page 86 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:52
Site No: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: OXY GENATION 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 Gases PaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Feb/09/2021

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

Subject No: 12181001
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

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arteria Blood Gases PaO2
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Subject Initials: ---

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

*** Confidential***

onsor-Defined Id | 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: POT_COVID_ILL 2 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Feb/09/2021

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

Subject No: 12181001
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

Concomitant Medications

1

What is the medication identifier?

—
[a—

2.

Category:

3.

Concomitant Medications
Pre-specified:

Medication:

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).

Start Date:

Il

Ongoing?
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Header Text: C4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:53
Site No: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: IMAGING

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

Subject Initials: ---

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

*** Confidential***

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: IMAGING

on Feb/09/2021

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

Subject No: 12181001
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

Imaging

Date of Assessment:

I

Location of Assessment:

Type of Imaging Exam:

Ml IdIPE

Assessment:
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Jan/22/2021

Form Version: 22-Apr-2020 21:04
Site No: 1218

Subject No: 12181001

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 Jan/22/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

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

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Jan/22/2021

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

Subject No: 12181001

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

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Jan/22/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BRSNJR]
5b || sampleID [BS72HV]
5C || sampleID [BS72HW]
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Header Text: C4591001

Unscheduled Visit

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB - New

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

Il

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

*** Confidential***
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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: 12181001
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

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

S, SampleID []
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1218

Subject No: 12181001
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 !dent Adverse Eve Start Date IstheAdversg Event Stil | Form Instanc
ifier nt | Ongoing e
1 ADVERSEE |1 Abdominal p | Nov/3/2020UN | NO Repeating
VENT an K:UNK End Date Time: Pages
Nov/6/2020 UNK:UN
K
2.DELETED | ADVERSEE |2 Diarrhea Nov/4/2020 UN | NO Repeating
VENT K:UNK End Date Time: Pages
Nov/6/2020 UNK:UN
K
3. ADVERSEE |3 Nausea Nov/4/2020 UN | NO Repeating
VENT K:UNK End Date Time: Pages
Nov/6/2020 UNK:UN
K
4, ADVERSEE |4 Acute cholec | Jan/18/2021 UN | NO Repeating
VENT ystitis K:UNK End Date Time: Pages
Jan/21/2021 UNK:UN
K
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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
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)

[Abdomina pain]

4, | Start Date Time:

Nov/3/2020 UNK:UNK

5. | Isthe adverse event still ongoing?

NO

End Date Time:
Nov/6/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of

NO

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).

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:

NOT RELATED

If Not Related to study treatment(s), this event is due to:

OTHER

If Other, specify:
[Unknown]

10.

Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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***

11. | Was a Concomitant Medication NO
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: [1
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Deleted, Not Verified

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: ADVERSE EVENT
2. |AEID: (2
3. | Adverse Event: [Diarrhed]
(If possible specify diagnosis, not
individual symptoms)
4, | Start Date Time: Now/4{2020 UNICUNK
5. | Isthe adverse event till ongoing? | NO
Now/6/2020 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. | Isthisadverseevent 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 NOTRELATED
treatment: H-Not Related-to-study-treatment(s); this eventis dueto:
OTHER
[Yrknewn
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Deleted, Not Verified

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 NOT APPLICABLE
Treatment:

11. | Was a Concomitant Medication NO
given?

12. | Was aNon-Drug Treatment given? | NO

13.

What was the outcome of this
adverse event?.

RECOVERED/RESOLVVED

14.

Did the adverse event cause the
subject to be discontinued from the
study?

NO

15.

Serious Adverse Event Number:
For Pfizer Use Only

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Nausea]

individual symptoms)

(If possible specify diagnosis, not

4, | Start Date Time:

Nov/4/2020 UNK:UNK

5. | Isthe adverse event still ongoing?

NO

End Date Time:
Nov/6/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

prevent above outcomes).

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

NO

8. | Isthisadverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:

OTHER

If Other, specify:
[Unknown]
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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***

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
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: [1
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. | AEID: [4]
3. | Adverse Event: [Acute cholecystitis]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Jan/18/2021 UNK:UNK
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Jan/21/2021 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Is this 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 - . . T,
or significant dischility/incapacity’ s:g Sth|s serious event require or prolong hospitalization
Congenital anomaly/birth defect;
Important medical event (i.e. may —_— . . . . o .
jeopardize subject and may require Did this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes).
Isthis serious event life threatening?
NO
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: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen, Verified
Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
9. | Isthisevent related to study NOT RELATED
trestment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:

[Choldlithiasig]

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: [2021065050]
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1218

Subject No: 12181001
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

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
Site No: 1218

Subject No: 12181001
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):

Start Date:

I

Is the medication error still
ongoing?

Latest Action Taken with Study
Treatment:

Was a Concomitant Medication
given?

Was aNon-Drug Treatment given?

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

Was this medication error
associated with any adverse events?

10.

Serious Adverse Event Number:
For Pfizer Use Only

*** Confidential***
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Header Text: C4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

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

4 Sponsor-Defined |d | 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
Site No: 1218

Subject No: 12181001

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 isthe medication identifier?

—
[a—

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [

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. | Date: I

Page 109 of 464

*** Confidential***

FDA-CBER-2021-5683-0823112




Header Text: C4591001

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181001 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
Page 110 of 464
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Header Text: C4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status. Not Started
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) 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?

*** Confidential***
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Header Text: C4591001
Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: RADIATION TREATMENT

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

Subject Initials: ---

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

# Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Start Dat Form I nstance
y r d t e
1 Repeating Pages
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

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?

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

4. | Treatment:

5. | Start Date:

I/

6. | Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1218

Subject No: 12181001
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

Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12181001

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:

Il

*** Confidential***
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Header Text: C4591001

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

Subject No: 12181001

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

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit
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Header Text: C4591001

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

Site No: 1218

Subject No: 12181001

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

*** Confidential***
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Header Text: C4591001

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

Site No: 1218

Subject No: 12181001

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

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit
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Header Text: C4591001

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

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

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 Location:

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 20-Feb-2021 02:14
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status: Not Started

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

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

Lab Urinalysis

Lab Panel:

Lab Sub-Panel:

I

1
2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

5. | Specimen Type:

Lab Result

6. Sponsor ID:

[]

Test:

Result:

Not Done:
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Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1218

Subject No: 12181001

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:

Ol (N[ || &~ W|DN

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

Site No: 1218

Subject No: 12181001

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

Page 122 of 464
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Header Text: C4591001

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

Site No: 1218

Subject No: 12181001

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: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

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

Date of Visit

1. | Date of Visit

Il

2. | Erroneous Visit
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
SiteNo: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Status: Not Started

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

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

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:

*** Confidential***
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12181001

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.

SampleID

[]

Page 126 of 464

*** Confidential***
FDA-CBER-2021-5683-0823129




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12181001

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL 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

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

> Sample ID

[]

*** Confidential***
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Header Text: C4591001

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

Subject No: 12181001

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

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 - Treatment

1. | Date of Dec/14/2020
Completion/Discontinuation/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
Page 128 of 464
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

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 Dec/29/2020
2. | Erroneous Visit
Page 129 of 464
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 12181001

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Not Verified, 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:
eligibleand NOT confirmed to have received only placebo at Vaccination 1/2
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Header Text: C4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
SiteNo: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP
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 - Follow-Up

1

Date of
Completion/Discontinuation/Death :

"

Phase of Disposition:

Status:

Specify Status:

*** Confidential***
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Header Text: C4591001

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

Subject No: 12181001

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 :

Dec/29/2020

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
Site No: 1218

Subject No: 12181001

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
Site No: 1218

Subject No: 12181001

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

Subject No: 12181001

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

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Dec/14/2020
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Header Text: C4591001

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

Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, 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

Casebook Signature Form

1. | Casebook Signature Click Hereto Enable

Page 136 of 464
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Header Text: C4591001

Form Version: 22-Apr-2020 21:04
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Status. Data Complete, Signed, Verified

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

Name Signature Date Type Action

M eaning
(b) (6) Approved Mar-10-2021 15:24:15 (UTC-07:00) Mountain | BOOK Signed
Time (US & Canada)
Affidavit:
By my dated signature below, |, (b) (6) verify that al case report form pages accurately display the results of the

examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature isto be the legally binding equivalent of my handwritten signature.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.

*** Confidential***
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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: 12181001 Subject Initials: ---

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

Back to Form

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Item | Date User Comment
Form | Oct-21-2020 10:28:08 (UTC-07:00) Mountain | (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 138 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

*** Confidential***

Item | Date User Comment
Form | Dec-21-2020 11:38:59 (UTC-07:00) Mountain | (b) (4), (b) A covid test was not performed during the visit.
Time (US & Canada) (6)
Not Done
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
1 Dec-21-2020 11:38:59 (UTC-07:00) Mountain  |(b) (4), (b) A covid test was not performed during the visit.
Time (US & Canada) (6)
Not Done
Page 140 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

*** Confidential***

Item | Date User Comment
2 Dec-21-2020 11:38:59 (UTC-07:00) Mountain  |(b) (4), (b) A covid test was not performed during the visit.
Time (US & Canada) (6)
Not Done
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
3 Dec-21-2020 11:38:59 (UTC-07:00) Mountain  |(b) (4), (b) A covid test was not performed during the visit.
Time (US & Canada) (6)
Not Done
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

*** Confidential***

Item | Date User Comment
4 Dec-21-2020 11:38:59 (UTC-07:00) Mountain  |(b) (4), (b) A covid test was not performed during the visit.
Time (US & Canada) (6)
Not Done
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
5 Dec-21-2020 11:38:59 (UTC-07:00) Mountain  |(b) (4), (b) A covid test was not performed during the visit.
Time (US & Canada) (6)
Not Done
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

*** Confidential***

Item | Date User Comment
6 Dec-21-2020 11:38:59 (UTC-07:00) Mountain  |(b) (4), (b) A covid test was not performed during the visit.
Time (US & Canada) (6)
Not Done
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
7 Dec-21-2020 11:38:59 (UTC-07:00) Mountain  |(b) (4), (b) A covid test was not performed during the visit.
Time (US & Canada) (6)
Not Done
Page 146 of 464

*** Confidential***
FDA-CBER-2021-5683-0823149




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

*** Confidential***

Item | Date User Comment
8 Dec-21-2020 11:38:59 (UTC-07:00) Mountain  |(b) (4), (b) A covid test was not performed during the visit.
Time (US & Canada) (6)
Not Done
Page 147 of 464

FDA-CBER-2021-5683-0823150




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
9 Dec-21-2020 11:38:59 (UTC-07:00) Mountain  |(b) (4), (b) A covid test was not performed during the visit.
Time (US & Canada) (6)
Not Done
Page 148 of 464

*** Confidential***
FDA-CBER-2021-5683-0823151




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments

on Dec/21/2020
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: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Dec-21-2020 11:42:39 (UTC-07:00) Mountain | (b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 149 of 464

*** Confidential***
FDA-CBER-2021-5683-0823152



090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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
1 Dec-21-2020 11:42:39 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 150 of 464

*** Confidential***
FDA-CBER-2021-5683-0823153




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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

*** Confidential***

Item | Date User Comment
2 Dec-21-2020 11:42:39 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 151 of 464

FDA-CBER-2021-5683-0823154




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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
3 Dec-21-2020 11:42:39 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 152 of 464

*** Confidential***
FDA-CBER-2021-5683-0823155




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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

*** Confidential***

Item | Date User Comment
4 Dec-21-2020 11:42:39 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 153 of 464

FDA-CBER-2021-5683-0823156




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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
5 Dec-21-2020 11:42:39 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 154 of 464

*** Confidential***
FDA-CBER-2021-5683-0823157




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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

*** Confidential***

Item | Date User Comment
6 Dec-21-2020 11:42:39 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 155 of 464

FDA-CBER-2021-5683-0823158




Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments
on Dec/21/2020

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Dec-21-2020 11:43:35 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Applicable
Page 156 of 464

*** Confidential***
FDA-CBER-2021-5683-0823159




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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

*** Confidential***

Item | Date User Comment
1 Dec-21-2020 11:43:35 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Applicable
Page 157 of 464

FDA-CBER-2021-5683-0823160




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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
2 Dec-21-2020 11:43:35 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Applicable
Page 158 of 464

*** Confidential***
FDA-CBER-2021-5683-0823161




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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

*** Confidential***

Item | Date User Comment
3 Dec-21-2020 11:43:35 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Applicable
Page 159 of 464

FDA-CBER-2021-5683-0823162




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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
4 Dec-21-2020 11:43:35 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Applicable
Page 160 of 464

*** Confidential***
FDA-CBER-2021-5683-0823163




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Comments

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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
Form | Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 161 of 464

FDA-CBER-2021-5683-0823164




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
1 Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 162 of 464

*** Confidential***
FDA-CBER-2021-5683-0823165




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
2 Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 163 of 464

FDA-CBER-2021-5683-0823166




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
3 Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 164 of 464

*** Confidential***
FDA-CBER-2021-5683-0823167




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
4 Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 165 of 464

FDA-CBER-2021-5683-0823168




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5.a |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 166 of 464

*** Confidential***
FDA-CBER-2021-5683-0823169




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5.a |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 167 of 464

FDA-CBER-2021-5683-0823170




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5.a |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 168 of 464

*** Confidential***
FDA-CBER-2021-5683-0823171




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5.a |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 169 of 464

FDA-CBER-2021-5683-0823172




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5.b | Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 170 of 464

*** Confidential***
FDA-CBER-2021-5683-0823173




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5.b | Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 171 of 464

FDA-CBER-2021-5683-0823174




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5.b | Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 172 of 464

*** Confidential***
FDA-CBER-2021-5683-0823175




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5.b | Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 173 of 464

FDA-CBER-2021-5683-0823176




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5.c | Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 174 of 464

*** Confidential***
FDA-CBER-2021-5683-0823177




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5.c | Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 175 of 464

FDA-CBER-2021-5683-0823178




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5.c | Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 176 of 464

*** Confidential***
FDA-CBER-2021-5683-0823179




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5.c | Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 177 of 464

FDA-CBER-2021-5683-0823180




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5.d |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 178 of 464

*** Confidential***
FDA-CBER-2021-5683-0823181




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5.d |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 179 of 464

FDA-CBER-2021-5683-0823182




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5.d |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 180 of 464

*** Confidential***
FDA-CBER-2021-5683-0823183




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5.d |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 181 of 464

FDA-CBER-2021-5683-0823184
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5. |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 182 of 464

*** Confidential***
FDA-CBER-2021-5683-0823185
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5. |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 183 of 464

FDA-CBER-2021-5683-0823186
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5. |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 184 of 464

*** Confidential***
FDA-CBER-2021-5683-0823187
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5. |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 185 of 464

FDA-CBER-2021-5683-0823188
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5f |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 186 of 464

*** Confidential***
FDA-CBER-2021-5683-0823189
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5f |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 187 of 464

FDA-CBER-2021-5683-0823190
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
5f |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 188 of 464

*** Confidential***
FDA-CBER-2021-5683-0823191
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

Item | Date User Comment
5f |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 189 of 464

FDA-CBER-2021-5683-0823192
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

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
5.9 |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 190 of 464

*** Confidential***
FDA-CBER-2021-5683-0823193
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Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

*** Confidential***

Item | Date User Comment
5.9 |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 191 of 464

FDA-CBER-2021-5683-0823194
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

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
5.9 |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 192 of 464

*** Confidential***
FDA-CBER-2021-5683-0823195




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

*** Confidential***

Item | Date User Comment
5.9 |Dec-21-2020 11:44:03 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 193 of 464

FDA-CBER-2021-5683-0823196




Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

on Dec/21/2020 Comments
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Dec-21-2020 11:44:30 (UTC-07:00) Mountain | (b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 194 of 464

*** Confidential***
FDA-CBER-2021-5683-0823197
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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

*** Confidential***

Item | Date User Comment
1 Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 195 of 464

FDA-CBER-2021-5683-0823198
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
2 Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 196 of 464

*** Confidential***
FDA-CBER-2021-5683-0823199




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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

*** Confidential***

Item | Date User Comment
3 Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
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FDA-CBER-2021-5683-0823200
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
4 Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
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*** Confidential***
FDA-CBER-2021-5683-0823201
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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

*** Confidential***

Item | Date User Comment
5.a |Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 199 of 464

FDA-CBER-2021-5683-0823202
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5.a |Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
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*** Confidential***
FDA-CBER-2021-5683-0823203
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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

*** Confidential***

Item | Date User Comment
5.a |Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 201 of 464

FDA-CBER-2021-5683-0823204
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5.a |Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
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*** Confidential***
FDA-CBER-2021-5683-0823205
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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

*** Confidential***

Item | Date User Comment
5.b | Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 203 of 464

FDA-CBER-2021-5683-0823206
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5.b | Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
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*** Confidential***
FDA-CBER-2021-5683-0823207
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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

*** Confidential***

Item | Date User Comment
5.b | Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
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FDA-CBER-2021-5683-0823208
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5.b | Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
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*** Confidential***
FDA-CBER-2021-5683-0823209
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments
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Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
5j |Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 237 of 464

FDA-CBER-2021-5683-0823240
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5j |Dec-21-2020 11:44:30 (UTC-07:00) Mountain  |(b) (4), (b) not performed at ER visit
Time (US & Canada) (6)
Not Done
Page 238 of 464

*** Confidential***
FDA-CBER-2021-5683-0823241
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: OXYGENATION PARAMETERS - Comments

on Dec/21/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Dec-21-2020 12:00:46 (UTC-07:00) Mountain | (b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 239 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - 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
1 Dec-21-2020 12:00:46 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 240 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - 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

*** Confidential***

Item | Date User Comment
2 Dec-21-2020 12:00:46 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 241 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - 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
3 Dec-21-2020 12:00:46 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 242 of 464

*** Confidential***
FDA-CBER-2021-5683-0823245
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

on Dec/21/2020 Comments
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Dec-21-2020 12:01:14 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 243 of 464

*** Confidential***
FDA-CBER-2021-5683-0823246
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
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
1 Dec-21-2020 12:01:14 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 244 of 464

*** Confidential***
FDA-CBER-2021-5683-0823247
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
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

*** Confidential***

Item | Date User Comment
2 Dec-21-2020 12:01:14 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 245 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
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
3 Dec-21-2020 12:01:14 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 246 of 464
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FDA-CBER-2021-5683-0823249
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
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

*** Confidential***

Item | Date User Comment
4 Dec-21-2020 12:01:14 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 247 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
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
5 Dec-21-2020 12:01:14 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 248 of 464

*** Confidential***
FDA-CBER-2021-5683-0823251
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
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

*** Confidential***

Item | Date User Comment
6 Dec-21-2020 12:01:14 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 249 of 464
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - Comments

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

on Dec/21/2020
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: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Dec-21-2020 12:01:57 (UTC-07:00) Mountain | (b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 250 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: IMAGING - 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

*** Confidential***

Item | Date User Comment
1 Dec-21-2020 12:01:57 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 251 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: IMAGING - 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
2 Dec-21-2020 12:01:57 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 252 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: IMAGING - 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

*** Confidential***

Item | Date User Comment
3 Dec-21-2020 12:01:57 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Form: IMAGING - 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
4 Dec-21-2020 12:01:57 (UTC-07:00) Mountain  |(b) (4), (b) none
Time (US & Canada) (6)
Not Done
Page 254 of 464
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments

on Feb/09/2021
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Feb-09-2021 12:20:15 (UTC-07:00) Mountain | (b) (4), (b) Not Done

Time (US & Canada) (6)

Page 255 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
1 Feb-09-2021 12:20:15 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

*** Confidential***

Item | Date User Comment
2 Feb-09-2021 12:20:15 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
3 Feb-09-2021 12:20:15 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Page 258 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

*** Confidential***

Item | Date User Comment
4 Feb-09-2021 12:20:15 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
5 Feb-09-2021 12:20:15 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

*** Confidential***

Item | Date User Comment
6 Feb-09-2021 12:20:15 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
7 Feb-09-2021 12:20:15 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

*** Confidential***

Item | Date User Comment
8 Feb-09-2021 12:20:15 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Page 263 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
9 Feb-09-2021 12:20:15 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/09/2021

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

Subject No: 12181001

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
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

*** Confidential***

Item | Date User Comment
Form | Feb-11-2021 07:46:13 (UTC-07:00) Mountain | (b) (4), (b)
Time (US & Canada) (6)
Form | Feb-09-2021 12:21:09 (UTC-07:00) Mountain | (b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12181001

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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
1 Feb-11-2021 07:46:13 (UTC-07:00) Mountain (b) (4), (b)
Time (US & Canada) (6)
1 Feb-09-2021 12:21:09 (UTC-07:00) Mountain  ((b) (4), (b) Not Done
Time (US & Canada) (6)
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Form Version: 22-Apr-2020 21:03
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 2

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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
2 Feb-11-2021 07:46:13 (UTC-07:00) Mountain (b) (4), (b)
Time (US & Canada) (6)
2 Feb-09-2021 12:21:09 (UTC-07:00) Mountain  ((b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12181001

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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
3 Feb-11-2021 07:46:13 (UTC-07:00) Mountain (b) (4), (b)
Time (US & Canada) (6)
3 Feb-09-2021 12:21:09 (UTC-07:00) Mountain  ((b) (4), (b) Not Done
Time (US & Canada) (6)
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Form Version: 22-Apr-2020 21:03
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 2

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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
4 Feb-11-2021 07:46:13 (UTC-07:00) Mountain (b) (4), (b)
Time (US & Canada) (6)
4 Feb-09-2021 12:21:09 (UTC-07:00) Mountain  ((b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

on Feb/09/2021

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

Subject No: 12181001

Generated By: (b) (4)

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-11-2021 08:34:07 (UTC-07:00) Mountain | (b) (4), (b) We were instructed by our CRA and by aquery
Time (US & Canada) (6) to construct a visit based on historical

information. There was never avisit, So no nasal
swabs were collected.

Form | Feb-10-2021 16:45:38 (UTC-07:00) Mountain | (b) (4), (b) We were instructed by our CRA and by aquery

Time (US & Canada)

(6) to construct a visit based on historical
information. There was never avisit, so no nasal
swabs were collected.

Form | Feb-09-2021 12:21:29 (UTC-07:00) Mountain | (b) (4), (b) Not Done
Time (US & Canada) (6)
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Form Version: 22-Apr-2020 21:03
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 2

Comments

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

Back to Form

*** Confidential***

Item | Date User Comment
1 Feb-11-2021 08:34:07 (UTC-07:00) Mountain  |(b) (4), (b) We were instructed by our CRA and by a query
Time (US & Canada) (6) to construct a visit based on historical
information. There was never avisit, so no nasal
swabs were collected.
1 Feb-09-2021 12:21:29 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12181001

Generated By: (b) (4)

Comments

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

Back to Form

Item | Date User Comment
2 Feb-11-2021 08:34:07 (UTC-07:00) Mountain  |(b) (4), (b) We were instructed by our CRA and by a query
Time (US & Canada) (6) to construct a visit based on historical
information. There was never avisit, so no nasal
swabs were collected.
2 Feb-09-2021 12:21:29 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Form Version: 22-Apr-2020 21:03
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 2

Comments

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

Back to Form

*** Confidential***

Item | Date User Comment
3 Feb-11-2021 08:34:07 (UTC-07:00) Mountain  |(b) (4), (b) We were instructed by our CRA and by a query
Time (US & Canada) (6) to construct a visit based on historical
information. There was never avisit, so no nasal
swabs were collected.
3 Feb-09-2021 12:21:29 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12181001

Generated By: (b) (4)

Comments

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

Back to Form

Item | Date User Comment
4 Feb-11-2021 08:34:07 (UTC-07:00) Mountain  |(b) (4), (b) We were instructed by our CRA and by a query
Time (US & Canada) (6) to construct a visit based on historical
information. There was never avisit, so no nasal
swabs were collected.
4 Feb-09-2021 12:21:29 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments

on Feb/09/2021
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: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Item | Date User Comment
Form | Feb-09-2021 12:22:33 (UTC-07:00) Mountain | (b) (4), (b) Not Done

Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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
1 Feb-09-2021 12:22:33 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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

*** Confidential***

Item | Date User Comment
2 Feb-09-2021 12:22:33 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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
3 Feb-09-2021 12:22:33 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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

*** Confidential***

Item | Date User Comment
4 Feb-09-2021 12:22:33 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Page 279 of 464

FDA-CBER-2021-5683-0823282




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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
5 Feb-09-2021 12:22:33 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/09/2021

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

Subject No: 12181001
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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

*** Confidential***

Item | Date User Comment
6 Feb-09-2021 12:22:33 (UTC-07:00) Mountain  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: C4591001

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

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
M eaning
(b) (6) Approved Mar-10-2021 15:24:15 (UTC-07:00) Mountain | BOOK Signed
Time (US & Canada)
Affidavit:
By my dated signature below, | (b) (6) verify that al case report form pages accurately display the results of the

examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Mar-10-2021 13:31:25 (UTC-07:00) Mountain Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-10-2021 13:27:35 (UTC-07:00) Mountain | BOOK Signed
Time (US & Canada)
Affidavit:
By my dated signature below, |, (b) (6) , verify that all case report form pages accurately display the results of the

examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature isto be the legally binding equivalent of my handwritten signature.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Mar-04-2021 14:32:03 (UTC-07:00) Mountain Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified
Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
(b) (6) Approved Mar-04-2021 14:29:00 (UTC-07:00) Mountain | BOOK Signed
Time (US & Canada)
Affidavit:
By my dated signature below, |, (b) (6) verify that al case report form pages accurately display the results of the

examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Feb-01-2021 09:08:57 (UTC-07:00) Mountain Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
LauraHammit | Approved Jan-29-2021 20:38:47 (UTC-07:00) Mountain BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, LauraHammit, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature isto be the legally binding equivalent of my handwritten signature.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Jan-27-2021 08:55:36 (UTC-07:00) Mountain Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

LauraHammit | Approved Jan-26-2021 23:02:14 (UTC-07:00) Mountain BOOK

Time (US & Canada)

Signed
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Header Text: C4591001

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

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

Affidavit:

By my dated signature below, |, LauraHammit, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Jan-25-2021 02:20:51 (UTC-07:00) Mountain Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

LauraHammit | Approved Jan-23-2021 07:16:20 (UTC-07:00) Mountain BOOK

Time (US & Canada)

Signed

Affidavit:
By my dated signature below, |, LauraHammit, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Jan-22-2021 09:21:21 (UTC-07:00) Mountain Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
LauraHammit | Approved Jan-11-2021 10:04:35 (UTC-07:00) Mountain BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, LauraHammit, verify that al case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature isto be the legally binding equivalent of my handwritten signature.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: C4591001

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

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181001 Subject Initials: ---

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

(b) (6) N/A Dec-17-2020 12:32:36 (UTC-07:00) Mountain Edit - All

Time (US & Canada) signatures

invalidated

Affidavit:

N/A

LauraHammit | Approved Dec-16-2020 22:13:25 (UTC-07:00) Mountain | BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, LauraHammit, verify that all case report form pages accurately display the results of the
examinations, tests, eval uations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Dec-16-2020 12:33:18 (UTC-07:00) Mountain Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
LauraHammit | Approved Dec-01-2020 20:39:07 (UTC-07:00) Mountain | BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, LauraHammit, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.
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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
Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181001
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
Oct-19-2020 16:28:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 24 JUL 2020

Time (US & Canada) (b) (6)

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

Date Location User Value Reason
Oct-19-2020 16:28:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), STAGE 3 COHORTS
Time (US & Canada) (b) (6)
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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

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 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
Oct-19-2020 16:23:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), OBTAINED
Time (US & Canada) (b) (6) Date Written Consent Obtained

Oct/19/2020
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Header Text: C4591001

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

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: DEMOGRAPHY - 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. Subject ID
Date L ocation User Value Reason
Oct-19-2020 16:22:27 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-07:00) Mountain (autocalc) | 12181001 previous form
Time (US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Oct-19-2020 16:22:13 ACVOPFEINFP6000 |autocac |DataEntry: Enrollment Entry
(UTC-07:00) Mountain (autocalc) |(b) (6) 1988
Time (US & Canada)
3. Sex:
Date Location User Value Reason
Oct-19-2020 16:23:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), FEMALE
Time (US & Canada) (b) (6)
4. Ethnicity:
Date Location User Value Reason
Oct-19-2020 16:23:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NOT HISPANIC OR LATINO(A)
Time (US & Canada) (b) (6) OR OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date Location User Value Reason
Oct-19-2020 16:23:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), AMERICAN INDIAN OR ALAS
Time (US & Canada) (b) (6) KA NATIVE
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Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Header Text: C4591001
Visit: V1_DAY1 VAX1_L
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

*** Confidential***

Date L ocation User Value Reason
Oct-20-2020 10:00:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Oct/19/2020
Time (US & Canada) (b) (6)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52

Site No: 1218
Subject No: 12181001
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
Oct-20-2020 18:01:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Oct/19/2020
Time (US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-20-2020 18:01:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date Location User Value Reason
Oct-20-2020 18:01:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), COMPLETED
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1218
Subject No: 12181001
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

Back to Form

*** Confidential***

la
Date L ocation User Value Reason
Oct-21-2020 10:31:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Ling/MH Number: 1
Time (US & Canada) Medical History Ter pre-diabete
m: S
Start Date: Jul/31/201
9
Ongoing: YES
l.aLline/MH Number:
Date L ocation User Value Reason
Oct-21-2020 10:31:25 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 Location User Value Reason
Feb-10-2021 11:42:00 ACVOPFEINFP6000 | Giselle Castillo | Query 1: Closed Thank you for
(UTC-07:00) Mountain (b) (4) clarifying, thisissue
Time (US & Canada) has been resolved.
Feb-03-2021 16:04:07 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered | updated the SAE
(UTC-07:00) Mountain (6) form on 27Jan2021.
Time (US & Canada) Question 30
Narrative states: |
wrote that this
participant had Type
2 diabetes. Thiswas
an error. Participant
has pre-diabetes and
this has already
been captured in
medical History in
Inform. | have fax
confirmation.
Feb-03-2021 11:33:21 ACVOPFEINFP6000 | GiselleCastillo | Query 1: Reissued:Opened Appreciate the
(UTC-07:00) Mountain (b) (4) response. However,
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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

Time (US & Canada) after reviewing case
with safety Unit, the
SAE forms received
stated that subject
had MedHx of Type
2 Diabetes and no
update has been
received yet. If the
information is
inaccurate, an
updated SAE form
isstill required

Feb-01-2021 09:06:17 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered Participant does

(UTC-07:00) Mountain (b) (6) NOT have Type 2

Time (US & Canada) Diabetes. They do
have pre-diabetes.
This was corrected
and submitted
previously in the
SAE narrative by
Dr. Brown on 23
Jan 2021 (see page
11 of SAE report for
correction)

Feb-01-2021 05:14:46 ACVOPFEINFPE000 | Giselle Castillo | Query 1: Opened Pls clarify, per

(UTC-07:00) Mountain (b) (4) report submitted to

Time (US & Canada) safety, the subject
has aMed history of
Type 2 Diabetes. If
correct, please
revise and update
form. Thanks

Oct-21-2020 10:31:25 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) pre-diabetes

Time (US & Canada)

1.a Start Date:

Date L ocation User Value Reason

Oct-21-2020 10:31:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-07:00) Mountain (4), Jul/31/2019

Time (US & Canada) (b) (6)

1.a Ongoing:
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 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***

Date L ocation User Value Reason
Oct-21-2020 10:31:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), YES
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Oct-21-2020 10:34:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Line/MH Num 2
Time (US & Canada) ber:

Medical Histo supraventricular ta

ry Term: chycardia

Start Date: Apr/24/2003

Ongoing: NO

End Date:
Apr/24/2003
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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.bLine/MH Number:

Date L ocation User Value Reason
Oct-21-2020 10:34:44 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
Oct-21-2020 10:34:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), supraventricul ar tachycardia
Time (US & Canada) (b) (6)
1.b Start Date:
Date L ocation User Value Reason
Oct-21-2020 10:34:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Apr/24/2003
Time (US & Canada) (b) (6)
1.b Ongoing:
Date Location User Value Reason
Oct-21-2020 10:34:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6) End Date:
Apr/24/2003

1lc
Date L ocation User Value Reason
Oct-21-2020 10:36:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Line/MH Number: 3
Time (US & Canada) Medical History Te acid reflux

rm:

Start Date: Aug/15/2014

Ongoing: NO

End Date:
Apr/30/20
20
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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

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

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

1l.cLine/MH Number:
Date L ocation User Value Reason
Oct-21-2020 10:36:17 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 Location User Value Reason
Oct-21-2020 10:36:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), acid reflux
Time (US & Canada) (b) (6)
1.c Start Date:
Date L ocation User Value Reason
Oct-21-2020 10:36:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Aug/15/2014
Time (US & Canada) (b) (6)
1.c Ongoing:
Date Location User Value Reason
Oct-21-2020 10:36:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6) End Date:
Apr/30/2020

1d
Date L ocation User Value Reason
Oct-21-2020 10:37:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Line/MH Number: 4
Time (US & Canada) Medical History Te chronic hip p

rm: an

Start Date: Aug/15/2014

Ongoing: YES
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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.d Line/MH Number:

Date L ocation User Value Reason
Oct-21-2020 10:37:19 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
Oct-21-2020 10:37:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), chronic hip pain
Time (US & Canada) (b) (6)
1.d Start Date:
Date L ocation User Value Reason
Oct-21-2020 10:37:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Aug/15/2014
Time (US & Canada) (b) (6)
1.d Ongoing:
Date L ocation User Value Reason
Oct-21-2020 10:37:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), YES
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Oct-21-2020 10:41:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Line/MH Number 5
Time (US & Canada) :

Medical History T hiatal herniare

erm: pair

Start Date: Sep/UNK/2018

Ongoing: NO

End Date:
Sep/UNK/2
018
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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

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

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

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

l.eLine/MH Number:
Date L ocation User Value Reason
Oct-21-2020 10:41:05 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
Oct-21-2020 10:41:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), hiatal herniarepair
Time (US & Canada) (b) (6)
l.e Start Date:
Date L ocation User Value Reason
Oct-21-2020 10:41:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Sep/UNK/2018
Time (US & Canada) (b) (6)
1.e Ongoing:
Date Location User Value Reason
Nov-03-2020 10:25:59 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-07:00) Mountain (3)' . query
Time (US & Canada) ®®)
Oct-27-2020 15:48:01 ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Answered Done. Will scan and
(UTC-07:00) Mountain (6) upload.
Time (US & Canada)
Oct-26-2020 15:59:13 ACVOPFEINFP6000 |(b) Query 1: Opened Please ensure the
(UTC-07:00) Mountain (3)' . stop dateis listed
Time (US & Canada) ®©) on the source.
Oct-21-2020 10:41:05 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada) End Date:
Sep/UNK/2018

1f
Date L ocation User Value Reason
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

SiteNo: 1218
Subject No: 12181001
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-27-2021 12:03:17 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-07:00) Mountain (6) LingMH Number 6 Information
Time (US & Canada) :

Medical History T Morbid obe

erm: Sity

Start Date: Dec/17/200

9

Ongoing: YES
Dec-16-2020 17:46:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-07:00) Mountain (autocalc) Line/MH Number: 6
Time (US & Canada) Medical History Te Obesity

rm:

Start Date: Dec/17/20

09
Ongoing: YES
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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

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

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

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

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

1.f Line/MH Number:
Date L ocation User Value Reason
Dec-16-2020 17:46:47 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
Jan-27-2021 12:03:17 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-07:00) Mountain (6) Morbid obesity Information
Time (US & Canada)
Dec-16-2020 17:46:47 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Obesity
Time (US & Canada)
1.f Start Date:
Date L ocation User Value Reason
Dec-16-2020 17:46:47 ACVOPFEINFP6000 ((b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Dec/17/2009
Time (US & Canada)
1.f Ongoing:
Date L ocation User Value Reason
Dec-16-2020 17:46:47 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) YES
Time (US & Canada)
19
Date L ocation User Value Reason
Jan-27-2021 12:06:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Line/MH Number: 7
Time (US& Canada) Medical History Te Choldithias

rm: s

Start Date: Mar/9/2020
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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

Ongoing: NO
End Date:
Jan/21/20
21
1.gLine/MH Number:
Date L ocation User Value Reason
Jan-27-2021 12:06:15 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |7
Time (US & Canada)
1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Jan-27-2021 12:06:15 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Choldlithiasis
Time (US & Canada)
1.g Start Date:
Date L ocation User Value Reason
Jan-27-2021 12:06:15 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Mar/9/2020
Time (US & Canada)
1.g Ongoing:
Date L ocation User Value Reason
Jan-27-2021 12:06:15 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada) End Date:
Jan/21/2021
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:04

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

*** Confidential***

1. Date:
Date L ocation User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Oct/19/2020
Time (US & Canada) (b) (6)
2. Weight:
Date L ocation User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), 273.0
Time (US & Canada) (b) (6)
3. Unit:
Date Location User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), LB
Time (US & Canada) (b) (6)
4. Height:
Date Location User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 67.0
Time (US & Canada) (b) (6)
5. Unit:
Date Location User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), in
Time (US & Canada) (b) (6)
6. Body Mass I ndex:
Date L ocation User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |42.8
Time (US & Canada)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12181001
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

7.a
Date L ocation User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Record Identifier:: 1
Time (US & Canada) (b) (6) Temperature: 97.8

TemperatureUnit: F

Temperature Locati FOREHEA

on:: D
7.a Record I dentifier:
Date L ocation User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 1
Time (US & Canada) (b) (6)
7.a Temperature:
Date Location User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 97.8
Time (US & Canada) (b) (6)
7.aUnit:
Date Location User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), F
Time (US & Canada) (b) (6)
7.a Temperature Location:
Date Location User Value Reason
Oct-20-2020 18:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), FOREHEAD
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LAB URINALYSIS - PREGNANCY TEST - 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. Lab Pandl:
Date Location User Value Reason
Oct-20-2020 18:25:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | URINALYSIS
Time (US & Canada)
2. Lab Sub-Pane:
Date Location User Value Reason
Oct-20-2020 18:25:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | PREGNANCY
Time (US & Canada)
3. Collection Date:
Date Location User Value Reason
Oct-20-2020 18:25:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Oct/19/2020
Time (US & Canada) (b) (6)
4., Laboratory Name and Address (Derived)
Date Location User Value Reason
Oct-20-2020 18:25:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | STUDY SITE
Time (US & Canada)
5. Specimen Type:
Date Location User Value Reason
Oct-20-2020 18:25:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | URINE
Time (US & Canada)
6.a
Date Location User Value Reason
Oct-20-2020 18:25:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LAB URINALYSIS - PREGNANCY TEST - 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) Sponsor-Defin 113

ed | dentifier:

Test:: Choriogonadotrop

in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Oct-20-2020 18:25:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Oct-20-2020 18:25:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Choriogonadotropin Beta_ PX113
Time (US & Canada) (b) (6)
6.a Result:
Date L ocation User Value Reason
Oct-20-2020 18:25:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NEGATIVE
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History

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

*** Confidential***

Date Location User Value Reason
Oct-20-2020 18:26:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Oct/19/2020
Time (US & Canada) (b) (6)
2. Randomization Number:
Date L ocation User Value Reason
Oct-20-2020 18:26:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), 110585
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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

Oct-21-2020 10:10:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-21-2020 10:10:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-21-2020 10:12:12 ACVOPFEINFP6000 |auto query |Query 2: Closed Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Oct-21-2020 10:12:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Changed

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

Time (US & Canada) Date of Collection:

Oct/19/2020

Oct-21-2020 10:10:45 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Oct-21-2020 10:10:13 ACVOPFEINFP6000 |auto query | Query 2: Opened Sampleis collected

(UTC-07:00) Mountain (autoquery) after Vaccination 1,

Time (US & Canada) however response to
“If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason:” is
missing. Please
update.
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L 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
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Oct-21-2020 10:10:13 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.
Oct-21-2020 10:10:13 ACVOPFEINFPG000 |(b) (4), Data Entry: Initia Entry
(UTC-07:00) Mountain (b) (6) YES
Time (US & Canada) Date of Collection:
Oct/20/2020
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Nov-03-2020 14:26:41 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-07:00) Mountain (ﬁ)v . query
Time (US & Canada) ®)©
Nov-03-2020 12:31:50 | ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Answered will get it rescanned
(UTC-07:00) Mountain (6) today, sorry for the
Time (US & Canada) delay
Nov-03-2020 10:39:45 ACVOPFEINFP6000 |(b) Query 1: Reissued:Opened Please ensure source
(UTC-07:00) Mountain (é)y . is upload (late entry
Time (US & Canada) ®© noted) with the
sample IDs for both
the Nasal Swab and
Immunogenicity
samples
Oct-27-2020 17:42:42 ACVOPFEINFP6000 ((b) (4), (b) |Query 1: Answered We have transcribed
(UTC-07:00) Mountain (6) the bar codes onto
Time (US & Canada) the source document.
We will rescan and
send updated source
doc aswell.
Oct-26-2020 15:50:12 ACVOPFEINFP6000 |(b) Query 1: Opened Please ensure the
(UTC-07:00) Mountain (é), . sample control form
Time (US & Canada) ®®) or bar codeislisted
on the workbooks to
confirm the sample
ID for thisand the
nasal swab samples.
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L 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
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

5.a

Date L ocation User Value Reason

Oct-21-2020 10:12:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed

(UTC-07:00) Mountain (b) (6) Sample | D: BRSNFH Information

Time (US & Canada)

Oct-21-2020 10:10:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) Sample | D: BR8NFHF

Time (US & Canada)

5.aSamplelD

Date L ocation User Value Reason

Oct-21-2020 10:12:51 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Oct-21-2020 10:12:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed

(UTC-07:00) Mountain (b) (6) BR8NFH Information

Time (US & Canada)

Oct-21-2020 10:10:45 ACVOPFEINFP6000 |auto query | Query 1: Opened Barcodeis not 6

(UTC-07:00) Mountain (autoquery) charactersin length.

Time (US & Canada) Please review and
correct as
appropriate.

Oct-21-2020 10:10:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) BR8NFHF

Time (US & Canada)

5b

Date L ocation User Value Reason

Oct-21-2020 10:22:26 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) Sample |D: BS72N5

Time (US & Canada)

5.b Sample 1D

Date L ocation User Value Reason

Oct-21-2020 10:22:26 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) BS72N5

Time (US & Canada)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

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

Form Version: 22-Apr-2020 21:03 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

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

5.c
Date L ocation User Value Reason
Oct-21-2020 10:22:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(b) (6) Sample | D: BS72N4

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

5.c Sample|D
Date Location User Value Reason
Oct-21-2020 10:22:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(b) (6) |BS72N4

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

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
Oct-21-2020 10:13:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-21-2020 10:13:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-21-2020 10:13:56 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)
Time (US & Canada)
Oct-21-2020 10:13:42 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.
Oct-21-2020 10:13:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) YES
Time (US & Canada) Date of Collection:
Oct/19/2020
5.a
Date L ocation User Value Reason
Oct-21-2020 10:13:56 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Sample | D: BR8NFG
Time (US & Canada)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1218
Subject No: 12181001
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

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

5.aSamplelD
Date Location User Value Reason
Oct-21-2020 10:13:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(b) (6) |BR8NFG

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1218
Subject No: 12181001
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

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Oct-20-2020 18:27:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-07:00) Mountain 4), NO

Time (US & Canada) (b) (6)

2. Treatment Name

Date L ocation User Value Reason

Oct-20-2020 18:27:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-07:00) Mountain (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason

Oct-20-2020 18:27:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason

Nov-03-2020 10:40:58 ACVOPFEINFPG000 |(b) Query 1: Closed Response satisfies

(UTC-07:00) Mountain (;‘): . query

Time (US & Canada) ®) )

Oct-27-2020 17:52:47 ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Answered documentation has

(UTC-07:00) Mountain (6) been uploaded into

Time (US & Canada) florence with time
dose was
administered

Oct-26-2020 16:08:22 ACVOPFEINFP6000 |(b) Query 1: Opened Please provide

(UTC-07:00) Mountain (3)' . documentation to

Time (US & Canada) () ©) confirm when dose
was taken

Oct-20-2020 18:27:09 ACVOPFEINFPG000 |(b) (4), (b) |[DataEntry: Initial Entry

(UTC-07:00) Mountain (6) Oct/19/2020 15:44

Time (US & Canada)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1218
Subject No: 12181001
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
Oct-20-2020 18:27:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Oct-20-2020 18:27:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), LEFT

Time (US & Canada) (b) (6)

7. Route:

Date L ocation User Value Reason
Oct-20-2020 18:27:09 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
Oct-20-2020 18:27:09 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 Location User Value Reason
Oct-20-2020 18:27:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain ), YES
Time (US & Canada) (b) (6)
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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

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

Back to Form

1. Select appropriate response - Reactogenicity diary collection

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Date L ocation User Value Reason
Oct-20-2020 18:27:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO - REACTOGENICITY E-DIA
Time (US & Canada) (b) (6) RY NOT COLLECTED FOR THI
S SUBJECT
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V2_VAX2 L

Site No: 1218
Subject No: 12181001
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

Date

L ocation

User Value

Reason

Dec-30-2020 20:44:52
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6) |Query 2: Closed

Response satisfies
query

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

Dec-29-2020 08:04:51 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered Done
(UTC-07:00) Mountain (6)

Time (US & Canada)

Dec-28-2020 13:35:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 2: Reissued:Opened Please enter the

noted complaints
from the progress
log from the
1INQV visit, on the
AE log.

Dec-17-2020 14:59:27
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4),
(b) (6)

Query 2: Answered

Where would you
like thisinformation
captured? A

COVID visit was
not triggered due to
participant not
reporting symptoms
to us and symptoms
had resolved on 6
NOV (5 days before
we saw them on 11
NOV which was out
of the swab
collection window)

Dec-17-2020 11:06:29
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6) |Query 2: Reissued:Opened

The noted
complaints are
COVID like
symptoms as
described in
protocol section
8.13 and should
have triggered a
COVID visit. Please
consider adding this
information so the
noted events are

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181001
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

captured.

Dec-04-2020 13:06:16
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) Query 2: Answered
(6)

Thiswas not a
COVID visit. She
did not report
symptoms on her
diary and reported
to uson 11Nov2020
(Visit 2) that she
had completely
recovered on
06Nov2020. The
nasal swab was part
of Visit 2.

Dec-04-2020 08:30:56
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6) |Query 2: Opened

Per visit notes, the
subject had
abdominal pain,
nausea and diarrhea
starting on
03NOV2020 with a
nasal swab
completed on
10NQV20. If the
initial symptoms
were reported in the
diary, thiswould
need to be entered
asa COVID-visit.
Please confirm.

Nov-18-2020 23:26:10 | ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

(UTC-07:00) Mountain (0) (6) query

Time (US & Canada)

Nov-18-2020 17:38:22 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered Yes 09 NOV 2020

(UTC-07:00) Mountain (b) (6) was deemed

Time (US & Canada) erroneous and
subject had no
COVID symptoms
on that date.

Nov-17-2020 23:30:55 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened RQ1: Response

(UTC-07:00) Mountain (0) (6) states 'denied any

Time (US & Canada) recent COVID-19
symptoms'. Please
confirm if IlIness
ediary entry on
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181001 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
09NOV 2020 was
deemed erroneous
and that subject had
no Covid IlIness
symptoms.

Nov-17-2020 16:50:37 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered We saw the

(UTC-07:00) Mountain (6) participant on

Time (US & Canada) 11Nov2020 for
Dose 2 visit. She
denied any recent
COVID-19
symptoms and was
completely well on
that day.

Nov-17-2020 10:17:57 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened [lIness eDiary: As

(UTC-07:00) Mountain (b) () per IlIness ediary

Time (US & Canada) records, subject
reported "Yes' for
the question "Have
you experienced
any of the
following?’ for the
COVID-19
symptoms or
diagnosison
09NQOV 2020. But
thereisno COVID
IlIness visit reported
in the database.

Nov-11-2020 14:07:48 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: [nitial Entry

(UTC-07:00) Mountain (6) Nov/11/2020

Time (US & Canada)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - 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
Nov-11-2020 14:08:16 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Nov/11/2020
Time (US & Canada)
2.a
Date L ocation User Value Reason
Nov-11-2020 14:08:16 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Record Identifier:: 1
Time (US & Canada) Temperature: 97.0

TemperatureUnit: F

Temperature Locati FOREHE

on:: AD
2.a Record I dentifier:
Date L ocation User Value Reason
Nov-11-2020 14:08:16 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) 1
Time (US & Canada)
2.a Temperature:
Date L ocation User Value Reason
Nov-11-2020 14:08:16 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) 97.0
Time (US & Canada)
2.aUnit:
Date L ocation User Value Reason
Nov-11-2020 14:08:16 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) F
Time (US & Canada)
2.a Temperature Location:
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V2_VAX2 L

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:01

Form: VITAL SIGNS- TEMP - 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***

Date L ocation User Value Reason
Nov-11-2020 14:08:16 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) FOREHEAD
Time (US & Canada)
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LAB URINALYSIS - PREGNANCY TEST - 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. Lab Pandl:
Date L ocation User Value Reason
Nov-11-2020 14:08:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | URINALYSIS
Time (US & Canada)
2. Lab Sub-Pane:
Date L ocation User Value Reason
Nov-11-2020 14:08:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | PREGNANCY
Time (US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Nov-11-2020 14:08:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Nov/11/2020
Time (US & Canada)
4., Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Nov-11-2020 14:08:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | STUDY SITE
Time (US & Canada)
5. Specimen Type:
Date L ocation User Value Reason
Nov-11-2020 14:08:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | URINE
Time (US & Canada)
6.a
Date L ocation User Value Reason
Nov-11-2020 14:08:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc)
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LAB URINALYSIS - PREGNANCY TEST - 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)

Sponsor-Defin 113

ed Identifier:
Test:: Choriogonadotrop
in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor 1D:
Date Location User Value Reason
Nov-11-2020 14:08:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Nov-11-2020 14:08:26 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Choriogonadotropin Beta PX113
Time (US & Canada)
6.a Result:
Date Location User Value Reason
Nov-11-2020 14:08:26 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NEGATIVE
Time (US & Canada)
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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

Nov-11-2020 14:08:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-11-2020 14:08:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Nov-11-2020 14:15:46 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Nov-11-2020 14:08:56 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.

Nov-11-2020 14:08:56 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry

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

Time (US & Canada)

Nov/11/2020

Date of Collection:

4. 1f no sample was coll ect

ed or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Dec-17-2020 10:43:05 ACVOPFEINFP6000 |(b) Query 1: Closed Re-written
(UTC-07:00) Mountain (‘g)v 5
Time (US & Canada) ) ©)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status. Data Complete, Frozen, Verified

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

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

Subject No: 12181001 Subject Initials: ---

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

Dec-04-2020 13:10:23 | ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Answered No COVID illness

(UTC-07:00) Mountain (6) nasal swab was

Time (US & Canada) required. The nasa
swab that was
collected was part
of Visit 2.

Dec-04-2020 08:33:13 ACVOPFEINFP6000 | (o) Query 1: Opened Please confirm the

(UTC-07:00) Mountain (;‘)' . sample control form

Time (US & Canada) ) ©) is uploaded to
confirm sample ID
codes, or thisis
provided on the
source.

5.a

Date L ocation User Value Reason

Nov-11-2020 14:15:46 ACVOPFEINFP6E000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) Sample | D: BR8NGG

Time (US & Canada)

5.aSampleD

Date L ocation User Value Reason

Dec-28-2020 13:26:52 ACVOPFEINFP6E000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies

query

*** Confidential***

Dec-17-2020 15:00:38 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered Barcode added to
(UTC-07:00) Mountain (b) (6) source document as
Time (US & Canada) regquested.
Re-uploading aslate
entry today to
reflect this.
Dec-17-2020 10:43:26 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened Please confirm the
(UTC-07:00) Mountain sample control form
Time (US & Canada) is uploaded to
confirm sample ID
codes, or thisis
provided on the
source
Nov-11-2020 14:15:46 | ACVOPFEINFPS000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) BRSNGG
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Header Text: C4591001
Visit: V2_VAX2 L

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

Subject No: 12181001

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

Time (US & Canada)
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Header Text: C4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:04

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

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Site No: 1218
Subject No: 12181001
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. Was there a temporary delay of vaccination?
Date L ocation User Value Reason
Nov-11-2020 14:18:48 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Nov-11-2020 14:18:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Nov-11-2020 14:18:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Nov-11-2020 14:18:48 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Nov/11/2020 11:00
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Nov-11-2020 14:18:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Nov-11-2020 14:18:48 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) LEFT
Time (US & Canada)
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1218
Subject No: 12181001
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
Nov-11-2020 14:18:48 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
Nov-11-2020 14:18:48 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
Nov-11-2020 14:18:48 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) YES
Time (US & Canada)
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Header Text: C4591001

Visit: V3_ MONTH1 POSTVAX2_L Form: DATE OF VISIT - 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: 12181001 Subject Initials: ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Dec-18-2020 01:22:45 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Closed as data

(UTC-07:00) Mountain (b) (6) entered.

Time (US & Canada)

Dec-17-2020 12:33:02 ACVOPFEINFP6000 |(b) (4), (b) Query 1. Answered Done

(UTC-07:00) Mountain (6)

Time (US & Canada)

Dec-17-2020 03:17:30 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The treatment

(UTC-07:00) Mountain (6) period is defined as

Time (US & Canada) 1st vaccination visit
through the
1-month post
vaccination visit
after the 2nd

vaccination. Please
complete treatment

disposition CRF

and update date of

EOT to match date

of visit at visit 3.
Dec-16-2020 12:33:18 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Dec/14/2020

Time (US & Canada)
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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-16-2020 12:33:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-16-2020 12:33:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Dec-16-2020 12:37:10 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)
Time (US & Canada)
Dec-16-2020 12:33:31 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.
Dec-16-2020 12:33:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-07:00) Mountain (6) YES
Time (US & Canada) Date of Collection:
Dec/14/2020
5a
Date L ocation User Value Reason
Dec-16-2020 12:37:10 ACVOPFEINFP6000 ((b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Sample | D: BR8NX3
Time (US & Canada)
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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.aSamplelD
Date L ocation User Value Reason
Dec-16-2020 12:37:10 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) BRBNX3
Time (US & Canada)
5.b
Date L ocation User Value Reason
Dec-16-2020 12:38:41 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-07:00) Mountain (6) Sample |D: BS72DK
Time (US & Canada)
Dec-16-2020 12:37:56 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Sample ID: BS72DK
Time (US & Canada)

Page 329 of 464

*** Confidential***

FDA-CBER-2021-5683-0823332




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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.b SampleD

Date L ocation User Value Reason

Dec-16-2020 12:38:41 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Dec-16-2020 12:38:41 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Dec-16-2020 12:38:41 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Transcription Error

(UTC-07:00) Mountain (6) BS72DK

Time (US & Canada)

Dec-16-2020 12:37:56 ACVOPFEINFP6000 | auto query Query 2: Opened Entered text has

(UTC-07:00) Mountain (autoquery) either a carriage

Time (US & Canada) return (line break) or
extraspaces at the
end of the text or
between words.
Please correct by
removing al datain
the field and re-enter
without adding extra
spaces or using enter
or tab keys.

Dec-16-2020 12:37:56 ACVOPFEINFP6000 |auto query Query 1: Opened Barcodeis not 6

(UTC-07:00) Mountain (autoquery) charactersin length.

Time (US & Canada) Please review and
correct as
appropriate.

Dec-16-2020 12:37:56 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) BS72DK

Time (US & Canada)

5.c

Date L ocation User Value Reason

Dec-16-2020 12:39:06 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) Sample |D: BS72DL

Time (US & Canada)
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SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

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

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

(6) BS72DL

5.c Sample|D
Date L ocation User Value Reason
Dec-16-2020 12:39:06 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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

Dec-21-2020 11:39:46 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Dec-21-2020 11:37:32 ACVOPFEINFP6000 |autoquery | Query 2: Deleted Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Dec-21-2020 11:36:39 ACVOPFEINFP6000 |autoquery | Query 2: Candidate Date of Visitis

(UTC-07:00) Mountain (autoquery) completed but Date

Time (US & Canada) of Assessment in the
Signs and
Symptoms formis
missing. Please
review and update as
appropriate.

Dec-21-2020 11:36:39 ACVOPFEINFP6000 |auto query |Query 1: Candidate Date of Visitis

(UTC-07:00) Mountain (autoquery) completed but Date

Time (US & Canada) of Callection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Dec-21-2020 11:36:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-07:00) Mountain (4), Dec/21/2020

Time (US & Canada) (b) (6)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Dec-21-2020 11:36:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Dec-2020 02:29

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Not 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. Date of Assessment:

Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Dec/21/2020

Time (US & Canada) (b) (6)

2. Date of First Symptom Started:

Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Dec/18/2020

Time (US & Canada) (b) (6)

3. Symptoms Ongoing?

Date L ocation User Value Reason

Feb-12-2021 09:17:19
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG6000

(b) (4), (b) (6)

Query 3: Closed

Response satisfies
query

Feb-09-2021 16:34:05
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b)
(6)

Query 3: Answered

| do not see
anything missing on
thisvisit as noted
previously. | added
the words "late
entry" by the
initials, but
everything seemed
complete and was
uploaded on
01Feb2021. We will
re-upload the form.

Feb-05-2021 10:20:37
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG6000

(b) (4), (b) (6)

Query 3: Reissued:Opened

Ensure sourcein
Florence is updated
with the stop date of
the symptoms and
theinitial of the
person assessing the
symptoms and
prohibited meds are

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Dec-2020 02:29

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

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

entered on the form
(late entry).

Feb-03-2021 15:56:08
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b)
(6)

Query 3: Answered

According to our
procedure source
was updated and
uploaded into
Florence on
01Feb2021. The
initials of the person
areontheformasis
the date/initials of
the person obtaining
stop dates. No
prohibited meds
were taken as
indicated on the
form.

Feb-03-2021 12:58:31
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 3: Opened

Ensure sourcein
Florenceis updated
with the stop date of
the symptoms and
theinitial of the
person assessing the
symptoms and
prohibited meds are
entered on the form
(Iate entry).

Feb-03-2021 12:57:45
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG6000

(b) (4), (b) (6)

Query 2: Closed

Updated query text

Feb-03-2021 12:56:36
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 2: Opened

Ensure sourcein
Florenceis updated
with the stop date of
the symptoms.

Feb-01-2021 09:41:43
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Closed

Response satisfies
query

Feb-01-2021 09:08:57 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-07:00) Mountain (autoquery)
Time (US & Canada)
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Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

*** Confidential***

Feb-01-2021 09:08:57 | ACVOPFEINFPG000 |(b) (4), Data Entry: New Information

(UTC-07:00) Mountain (b) (6) NO

Time (US & Canada) Date of Last Symptom Resolv

ed:
Dec/22/2020

Jan-29-2021 11:35:35 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened CLINQUERY:

(UTC-07:00) Mountain Please clarify

Time (US & Canada) whether the reported
symptoms are still
ongoing? If
symptoms have
ended, please update
‘Symptoms
Ongoing’ onto
‘NO’ and add Date
of Last Symptom
Resolved on the
CRF.

Dec-21-2020 11:37:32 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

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

Time (US & Canada)

4.a

Date L ocation User Value Reason

Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-07:00) Mountain (4), Symptoms: FEVER

Time (US & Canada) (b) (8) Symptom Present: NO

4.a Symptoms:

Date L ocation User Value Reason

Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-07:00) Mountain (4), FEVER

Time (US & Canada) (b) (6)

4.a Was symptom present?

Date L ocation User Value Reason

Dec-21-2020 11:37:32 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry

(UTC-07:00) Mountain ®)(®) NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Dec-2020 02:29

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

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

Time (US & Canada) (b) (4), (b) (6)
4b
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms: NEW OR INCREAS
Time (US & Canada) (b) (6) ED COUGH

Symptom P NO

resent:
4.b Symptoms:
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NEW OR INCREASED COUGH
Time (US & Canada) (b) (6)
4.b Was symptom present?
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
4.c
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms: D SHORTNESS OF 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 Dec/21/2020 Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Not Complete

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

4.c Symptoms:

Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NEW OR INCREASED SHORTN

Time (US & Canada) (b) (6) ESS OF BREATH

4.c Was symptom present?

Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO

Time (US & Canada) (b) (6)

4d

Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms: CHILLS

Time (US & Canada) (b) (6) Symptom Present: NO

4.d Symptoms:

Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), CHILLS

Time (US & Canada) (b) (6)

4.d Was symptom present?

Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO

Time (US & Canada) (b) (6)

4.e

Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms NEW OR INCREASE

Time (US & Canada) (b) (6) : D MUSCLE PAIN
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Dec-2020 02:29

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (@), NEW OR INCREASED MUSCLE
Time (US & Canada) (b) (6) PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
Af
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms NEW LOSS OF TAS
Time (US & Canada) (b) (6) : TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date Location User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NEW LOSS OF TASTE OR SME
Time (US & Canada) (b) (6) LL
4.f Was symptom present?
Date Location User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
49
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Dec-2020 02:29
SiteNo: 1218

Subject No: 12181001

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

Generated By: (b) (4)

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

*** Confidential***

FDA-CBER-2021-5683-0823342

Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptom NEW OR INCREASE
Time (US & Canada) (b) (6) s D SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NEW OR INCREASED SORE TH
Time (US & Canada) (b) (6) ROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
4.h
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(l_JTC—O?:OO) Mountain (4), Symptoms: DIARRHEA
Time (US & Canada) (b) (6) Symptom Present: YES
4.h Symptoms:
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), DIARRHEA
Time (US & Canada) (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), YES
Time (US & Canada) (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Dec-2020 02:29
SiteNo: 1218

Subject No: 12181001

Generated By: (b) (4)

Audit Trail History
Form Status. Data Complete, Frozen, Not 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

4.
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms: VOMITING
Time (US & Canada) (b) (6) Symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), VOMITING
Time (US & Canada) (b) (6)
4.i Was symptom present?
Date L ocation User Value Reason
Dec-21-2020 11:37:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
5.a
Date L ocation User Value Reason
Dec-21-2020 11:38:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms - Other: headache
Time (US & Canada) (b) (6)
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Dec-21-2020 11:38:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), headache
Time (US & Canada) (b) (6)
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Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - 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. Actual Date of Collection:

Date Location User Value Reason
Dec-21-2020 11:38:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

2. Specimen Type:

Date L ocation User Value Reason
Dec-21-2020 11:38:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

3. Specimen Collection Location:

Date L ocation User Value Reason
Dec-21-2020 11:38:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

4. Assay Code and Description:

Date L ocation User Value Reason
Dec-21-2020 11:38:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

5. Device Type:

Date L ocation User Value Reason
Dec-21-2020 11:38:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

6. Trade Name:

Date Location User Value Reason
Dec-21-2020 11:38:59 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-07:00) Mountain ®)(®) Not Done

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Dec/21/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

- Unscheduled Visit

Form: MICROBIOLOGY SPECIMEN - 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) (b) (4), (b) (6)
7. Test Result:
Date L ocation User Value Reason
Dec-21-2020 11:38:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Dec-21-2020 11:38:59 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Dec-21-2020 11:38:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
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Header Text: C4591001

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

on Dec/21/2020

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

Subject No: 12181001

Generated By: (b) (4)

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-21-2020 11:39:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | SITE

2. Sample Type
Date L ocation User Value Reason
Dec-21-2020 11:39:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | NASAL_SWAB_SELF

3. Sample Collected?

Date L ocation User Value Reason
Dec-21-2020 11:39:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO

Time (US & Canada) (b) (6)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Dec-21-2020 11:39:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Staff collected swab
Time (US & Canada) (b) (6)
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Header Text: C4591001

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

on Dec/21/2020 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: 12181001
Generated By: (b) (4)

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-21-2020 11:39:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | SITE

2. Sample Type
Date L ocation User Value Reason
Dec-21-2020 11:39:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | NASAL_SWAB

3. Sample Collected?

Date L ocation User Value Reason
Dec-21-2020 11:41:43 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Dec-21-2020 11:39:46 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-21-2020 11:39:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4, YES
Time (US & Canada) (b) (6) Date of Collection:
Dec/21/2020
5a
Date L ocation User Value Reason
Dec-21-2020 11:41:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sample 1D: BR8NXN
Time (US & Canada) (b) (6)
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Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_ILL 1 - Unscheduled Visit 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.aSamplelD
Date L ocation User Value Reason
Dec-21-2020 11:41:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), BRBNXN
Time (US & Canada) (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Dec/21/2020

- Unscheduled Visit

Form Version: 10-Dec-2020 02:26

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Type of Practitioner: SPECIA
Time (US & Canada) (b) (6) LIST

Occurrenceof Visitso NO

r Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), SPECIALIST
Time (US & Canada) (b) (6)
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6E000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Type of Practiti EMERGENCY
Time (US & Canada) (b) (6) oner: ROOM

Occurrenceof YES

Visitsor Contac Number of Visi

ts. tsor Contacts:

1
Page 346 of 464

*** Confidential***
FDA-CBER-2021-5683-0823349




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Dec/21/2020

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: 12181001 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
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), EMERGENCY ROOM

Time (US & Canada) (b) (6)

1.b Occurrence of Visitsor Contacts:

Date L ocation User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), YES
Time (US & Canada) (b) (6) Number of Visits or Contacts:

1
lc
Date L ocation User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Typeof Practiti PRIMARY CA
Time (US & Canada) (b) (6) oner: RE PHYSICIA

N

Occurrenceof V NO
isitsor Contacts

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), PRIMARY CARE PHYSICIAN

Time (US & Canada) (b) (6)

1.c Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
1d
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Dec/21/2020

Form Version: 10-Dec-2020 02:26

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

- Unscheduled Visit

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Type of Practitioner: URGENT
Time (US & Canada) (b) (6) CARE

Occurrenceof Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date Location User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), URGENT CARE
Time (US & Canada) (b) (6)
1.d Occurrence of Visitsor Contacts:
Date Location User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
le
Date Location User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Typeof Practiti TELEPHONE
Time (US & Canada) (b) (6) oner: CONSULTATI

ON
Occurrenceof V NO
isitsor Contacts
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - 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.e Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), TELEPHONE CONSULTATION
Time (US & Canada) (b) (6)
1.e Occurrence of Visits or Contacts:
Date Location User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
1f
Date Location User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Type of Practitioner: OTHE
Time (US & Canada) (b) (6) R

Occurrenceof Visitsor C NO

ontacts:
1.f Physician or Healthcare Professional:
Date Location User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), OTHER
Time (US & Canada) (b) (6)
1.f Occurrence of Visits or Contacts:
Date Location User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date Location User Value Reason
Dec-21-2020 11:42:18 ACVOPFEINFPG000 | (b) (4). Data Entry: Initial Entry
(UTC-07:00) Mountain ®) (®) NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Dec/21/2020

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

Subject No: 12181001

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

Time (US & Canada)

| (b) (4), (b) (6) |
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Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: RESPIRATORY TREATMENT - 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. What isthe treatment | dentifier?

Date L ocation User Value Reason
Dec-21-2020 11:42:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason
Dec-21-2020 11:42:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

3. Treatment:

Date L ocation User Value Reason
Dec-21-2020 11:42:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

4. Treatment:

Date L ocation User Value Reason
Dec-21-2020 11:42:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

5. Start Date:

Date L ocation User Value Reason
Dec-21-2020 11:42:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

6. Ongoing?

Date L ocation User Value Reason
Dec-21-2020 11:42:39 ACVOPFEINFP6000 |(b) (4, Data Entry: Initial Entry
(UTC-07:00) Mountain ®)(®) Not Done

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Dec/21/2020

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

Subject No: 12181001
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

Time (US & Canada)

| (b) (4), (b) (6) |
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Dec/21/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Dec-21-2020 11:42:59 ACVOPFEINFP6000 |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 |lIness?

Date L ocation User Value Reason
Dec-21-2020 11:42:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO

Time (US & Canada) (b) (6)

3. Toxicity Grade:

Date L ocation User Value Reason
Dec-21-2020 11:42:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 3
Time (US & Canada) (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 17-Jul-2020 21:55

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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. Category of Clinical Event:

Date L ocation User Value Reason
Dec-21-2020 11:43:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4, Not Applicable
Time (US & Canada) (b) (6)
2. Subcategory of Clinical Event:
Date L ocation User Value Reason
Dec-21-2020 11:43:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Applicable
Time (US & Canada) (b) (6)
3. Was a diagnosis obtained?
Date L ocation User Value Reason
Dec-21-2020 11:43:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Applicable
Time (US & Canada) (b) (6)
4, Toxicity Grade:
Date L ocation User Value Reason
Dec-21-2020 11:43:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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

*** Confidential***

1. Lab Panel:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
2. Laboratory Name and Address
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
3. Collection Date:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
4., Specimen Type:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.a
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor-Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne

Test:: Not Do

ne
Result:: Not Do
ne
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
5.a Sponsor 1D:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5.a Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5.a Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5.a Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5aLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5b
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Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 15:58

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: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

*** Confidential***

Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor-Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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.b Sponsor ID:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.b Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.b Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.b Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5bLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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.c Sponsor |D:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.c Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.c Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.c Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.CcLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.d
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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.d Sponsor 1D:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.d Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.d Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.d Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.dLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5e
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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.e Sponsor |D:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.eTest:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.e Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.eNot Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.eLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.f
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***

Page 365 of 464

FDA-CBER-2021-5683-0823368




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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.f Sponsor 1D:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.f Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.f Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.f Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5fLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.0
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 15:58

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

5.9 Sponsor 1D:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.9 Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.9 Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.g Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5gLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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

*** Confidential***

1. Lab Panel:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
2. Laboratory Name and Address
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
3. Collection Date:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
4., Specimen Type:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.a
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor-Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne

Test:: Not Do

ne
Result:: Not Do
ne
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020
Form Version: 10-Oct-2020 16:02
SiteNo: 1218

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Subject No: 12181001
Generated By: (b) (4)

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

Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
5.a Sponsor 1D:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5.a Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5.a Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5.a Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5aLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5b
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

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: LOCAL LABORATORY DATA - REPEATING Hematology -

*** Confidential***

Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor-Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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.b Sponsor ID:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.b Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.b Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.b Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5bLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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.c Sponsor |D:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.c Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.c Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.c Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.CcLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.d
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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.d Sponsor 1D:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.d Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.d Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.d Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.dLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5e
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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.e Sponsor |D:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.eTest:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.e Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.eNot Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.eLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.f
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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.f Sponsor 1D:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.f Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.f Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.f Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5fLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.0
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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

5.9 Sponsor 1D:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.9 Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.9 Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.g Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5gLNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.h
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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.h Sponsor 1D:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.h Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.h Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.h Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5h LNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6) fier: ne

Page 384 of 464
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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

5.i Sponsor ID:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5.i Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initiad Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5.i Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initiad Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5.i Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initiad Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5.i LNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
5]
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initiad Entry
(UTC-07:00) Mountain (4), Sponsor -Defined Identi Not Do
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

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

Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

fier:
Test::

Result::

Not Done::

Lab Normal Range:

ne
Not Do
ne
Not Do
ne
Not Do
ne

Not Do
ne

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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.j Sponsor 1D:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5. Test:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5. Result:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5.j Not Done:
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5j LNMT
Date L ocation User Value Reason
Dec-21-2020 11:44:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- COVID - Audit Trail

on Dec/21/2020
Form Version: 10-Oct-2020 15:59 Form Status:
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Date L ocation User Value Reason
Dec-21-2020 12:00:22 ACVOPFEINFP6000 |(b) Form Created
(UTC-07:00) Mountain 4),
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - 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-21-2020 12:00:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Dec/21/2020
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Dec-21-2020 12:00:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Record Identifier:: 1
Time (US & Canada) (b) (6) Systolic:: 11
0

Diastolic:: 84

Respiratory Ratein respirati 17

ons/minute:

Heart Ratein beatsminute: 88
2.a Record | dentifier:
Date L ocation User Value Reason
Dec-21-2020 12:00:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 1
Time (US & Canada) (b) (6)
2.a Systalic:
Date L ocation User Value Reason
Dec-21-2020 12:00:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 110
Time (US & Canada) (b) (6)
2.aDiastalic:
Date L ocation User Value Reason
Dec-21-2020 12:00:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 84
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS- COVID - 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

2.a Respiratory Rate in respirations/minute:

*** Confidential***

Date L ocation User Value Reason
Dec-21-2020 12:00:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), 17
Time (US & Canada) (b) (6)
2.a Heart Rate in beatsminute:
Date Location User Value Reason
Dec-21-2020 12:00:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), 88
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Dec-2020 02:25

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - Audit Trail

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
Dec-21-2020 11:59:54 ACVOPFEINFP6000 |(b) Form Deleted entered on
(UTC-07:00) Mountain (4), wrong form
Time (US & Canada) (b) (6)
Dec-21-2020 11:56:45 ACVOPFEINFP6000 |(b) Form Created
(UTC-07:00) Mountain 4),
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Dec-2020 02:25

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status. Data Complete, Deleted, Verified
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***

1. Date:
Date L ocation User Value Reason
Dec-21-2020 11:56:45 ACVOPFEINFP6000 |(b) Data Entry: [nitia Entry
(UTC-07:00) Mountain (4), Dec/21/2020
Time (US & Canada) (b) ()
2a
Date L ocation User Value Reason
Dec-21-2020 11:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(L_JTC-07100) Mountain (4), Record I dentifier:: 1
Time (US & Canada) (b) (6) Systolic:: 1
0
Diastolic:: 84
Respiratory Ratein respirati 17
ons/minute:
Heart Ratein beatsminute: 88
Dec-21-2020 11:58:11 ACVOPFEINFP6000 |(b) Data Entry: entered in wrong
(UTC-07:00) Mountain (4), Record | dentifier:: 1 |spot
Time (US & Canada) (b) (6) systalic::
Diastolic:: 8
4
Respiratory Ratein respirati 1
onsgminute: 7
Heart Ratein beatsminute: 8
8
Dec-21-2020 11:56:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Record I dentifier:: 1
Time (US & Canada) (b) (6) Systalic: 11
0
Diastolic:: 84
Respiratory Ratein respirati 17
onsgminute:
Heart Ratein beatsminute: 88
2.a Record I dentifier:
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Dec-2020 02:25

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status. Data Complete, Deleted, Verified

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

*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation User Value Reason
Dec-21-2020 11:56:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), 1
Time (US & Canada) (b) (6)
2.a Systolic:
Date L ocation User Value Reason
Dec-21-2020 11:58:52 ACVOPFEINFP6000 |(b) Data Entry:. Initial Entry
(UTC-07:00) Mountain 4), 110
Time (US & Canada) (b) (6)
Dec-21-2020 11:58:11 ACVOPFEINFP6000 |(b) Data Entry: entered in wrong
(UTC-07:00) Mountain 4), spot
Time (US & Canada) (b) (6)
Dec-21-2020 11:56:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), 110
Time (US & Canada) (b) (6)
2.aDiastolic:
Date Location User Value Reason
Dec-21-2020 11:56:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 84
Time (US & Canada) (b) (6)
2.a Respiratory Rate in respirations/minute:
Date L ocation User Value Reason
Dec-21-2020 11:56:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), 17
Time (US & Canada) (b) (6)
2.aHeart Rate in beats/minute:
Date L ocation User Value Reason
Dec-21-2020 11:56:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), 88
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- PULSE OX ROOM AIR - Audit Trail

on Dec/21/2020
Form Version: 10-Oct-2020 16:04 Form Status:
SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:11
Back to Form
Date L ocation User Value Reason
Dec-21-2020 11:57:22 ACVOPFEINFP6000 |(b) Form Created
(UTC-07:00) Mountain 4),
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 10-Oct-2020 16:04

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: VITAL SIGNS- PULSE OX ROOM AIR - 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-21-2020 11:57:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Dec/21/2020
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Dec-21-2020 11:57:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Record Identifier:: 1
Time (US & Canada) (b) (6) Oxygen Saturation: 96.0
2.a Record | dentifier:
Date L ocation User Value Reason
Dec-21-2020 11:57:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 1
Time (US & Canada) (b) (6)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Dec-21-2020 11:57:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), 96.0
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

on Dec/21/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Dec-21-2020 12:00:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

2. Arterial Blood Gases PaO2 (mmHg):

Date L ocation User Value Reason
Dec-21-2020 12:00:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason
Dec-21-2020 12:00:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/21/2020

Form Version: 06-Jul-2020 21:55

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - 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. What is the medication identifier?

Date Location User Value Reason
Dec-21-2020 12:01:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

2. Category:

Date L ocation User Value Reason
Dec-21-2020 12:01:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Dec-21-2020 12:01:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

4. Medication:

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

formulation).

Date L ocation User Value Reason
Dec-21-2020 12:01:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
5. Start Date:
Date L ocation User Value Reason
Dec-21-2020 12:01:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
6. Ongoing?
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Dec/21/2020

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:55

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: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

*** Confidential***

Date Location User Value Reason
Dec-21-2020 12:01:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1-

on Dec/21/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Unscheduled Visit  Form: IMAGING - 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 Assessment:

Date L ocation User Value Reason
Dec-21-2020 12:01:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
2. Location of Assessment:
Date L ocation User Value Reason
Dec-21-2020 12:01:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done
Time (US & Canada) (b) (6)
3. Type of Imaging Exam:
Date L ocation User Value Reason
Dec-21-2020 12:01:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
4. Assessment:
Date L ocation User Value Reason
Dec-21-2020 12:01:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Feb/09/2021

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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-12-2021 09:26:41 ACVOPFEINFP6000 |(b) (4), Query 3: Closed Close per site
(UTC-07:00) Mountain (b) (6) response

Time (US & Canada)

Feb-11-2021 13:41:50 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered Thiswas originaly
(UTC-07:00) Mountain (6) captured asan AE
Time (US & Canada) and no swab

obtained. Thisisa
historical event.

Feb-11-2021 13:20:56
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) Query 3: Opened Date of Visitis

4), completed but Date

(b) (6) of Collectionin both
Nasal Swab Self and
Nasal Swab are

missing. Please
review and update

Time (US & Canada)

as appropriate.
Feb-11-2021 07:47:10 ACVOPFEINFP6000 |auto query Query 3: Candidate Date of Visitis
(UTC-07:00) Mountain (autoquery) completed but Date

of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update

as appropriate.
Feb-11-2021 00:14:22 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed query present on
(UTC-07:00) Mountain (6) individual forms
Time (US & Canada)
Feb-10-2021 16:38:52 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered We were instructed
(UTC-07:00) Mountain (6) to make aCOVID
Time (US & Canada) illness visit based on

historical

information. There
will be no swabs
associated with this
visit.

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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

Feb-10-2021 05:24:00 | ACVOPFEINFPS000 |(b) (4), Query 1: Opened Date of Visitis

(UTC-07:00) Mountain (b) (6) 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-09-2021 12:18:18 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Feb-09-2021 12:17:23 ACVOPFEINFPG6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-07:00) Mountain (6) Feb/9/2021

Time (US & Canada)

Feb-09-2021 12:16:33 ACVOPFEINFP6000 |auto query Query 2: Candidate Date of Visitis

(UTC-07:00) Mountain (autoquery) completed but Date

Time (US & Canada) of Assessment in the
Signs and
Symptoms formis
missing. Please
review and update
as appropriate.

Feb-09-2021 12:16:33 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-09-2021 12:16:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) Nov/4/2020

Time (US & Canada)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Feb-09-2021 12:16:33 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

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

Time (US & Canada)
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Header Text: C4591001

on Feb/09/2021

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 14-Jan-2021 02:23

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 Assessment:

Date

L ocation

User

Value

Reason

Feb-11-2021 21:12:35
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG6000

(b) (4),
(b) (6)

Query 1: Closed

Response satisfies
query

Feb-10-2021 16:42:06
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b)
(6)

Query 1: Answered

We were instructed
by our CRA to
construct aCOVID
illness visit based
on historical
information. There
was no visit. The
date of assessment
was based solely on
historical info asan
actual visit was not
done. We are
following CRA
guidance.

Feb-09-2021 22:17:14
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

(b) (4),
(b) (6)

Query 1: Reissued:Opened

DM: Date of
assessment (4/Nov
/2020) is prior to
Date of Visit (9/Feb
/2021). Please
review and update.
Else, clarify.

Feb-09-2021 12:19:48
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 1: Answered

Thisisbeing
entered
retroactively per
query. Date of
assessment is
correct and there
was no actual visit
dueto earlier
guidance received at
thetime.

Feb-09-2021 12:18:18
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Opened

Date of assessment
is not same as Date
Visit. Please check

*** Confidential***
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

Form Version: 14-Jan-2021 02:23

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Audit Trail History

Form Status. Data Complete, Frozen, Verified

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

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

and correct.
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Nov/4/2020
Time (US & Canada)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Nov/4/2020
Time (US & Canada) (b) (6)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6) Date of Last Symptom Resolved:

Nov/6/2020
4.a
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(L_JTC-O?ZOO) Mountain 4), Symptoms: FEVER
Time (US & Canada) (b) (6) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), FEVER
Time (US & Canada) (b) (6)
4.a Was symptom present?
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
Page 404 of 464
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Header Text: C4591001

Visit: POT_COVID_ILL 2
on Feb/09/2021

SiteNo: 1218
Subject No: 12181001
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, Frozen, Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

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

*** Confidential***

4b
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms: NEW OR INCREAS
Time (US & Canada) (b) (6) ED COUGH

Symptom P NO

resent:
4.b Symptoms:
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NEW OR INCREASED COUGH
Time (US & Canada) (b) (6)
4.b Was symptom present?
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
4.c
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms: D SHORTNESS OF B

REATH

Sympto NO

m Prese

nt:
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Header Text: C4591001

Visit: POT_COVID_ILL 2-

on Feb/09/2021

Unscheduled Visit

Form Version: 14-Jan-2021 02:23

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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

4.c Symptoms:
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NEW OR INCREASED SHORTN
Time (US & Canada) (b) (6) ESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
4d
Date Location User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms: CHILLS
4.d Symptoms:
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), CHILLS
Time (US & Canada) (b) (6)
4.d Was symptom present?
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
4.e
Date Location User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms NEW OR INCREASE
Time (US & Canada) (b) (6) : D MUSCLE PAIN
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

Generated By: (b) (4)

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

*** Confidential***

FDA-CBER-2021-5683-0823410

Symptom NO

Present:
4.e Symptoms:
Date Location User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (@), NEW OR INCREASED MUSCLE
Time (US & Canada) (b) (6) PAIN
4.e Was symptom present?
Date Location User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
4f
Date Location User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms NEW LOSS OF TAS
Time (US & Canada) (b) (6) : TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date Location User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NEW LOSS OF TASTE OR SME
Time (US & Canada) (b) (6) LL
4.f Was symptom present?
Date Location User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
49
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

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

Subject No: 12181001

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

Generated By: (b) (4)

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

Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptom NEW OR INCREASE
Time (US & Canada) (b) (6) s D SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NEW OR INCREASED SORE TH
Time (US & Canada) (b) (6) ROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
4.h
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms: DIARRHEA
Time (US & Canada) (b) (6) Symptom Present: YES
4.h Symptoms:
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), DIARRHEA
Time (US & Canada) (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), YES
Time (US & Canada) (b) (6)
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Header Text: C4591001

on Feb/09/2021

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 14-Jan-2021 02:23

Audit Trail History

Form Status. Data Complete, Frozen, Verified

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

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

*** Confidential***

4.
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Symptoms: VOMITING
Time (US & Canada) (b) (6) Symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), VOMITING
Time (US & Canada) (b) (6)
4.i Was symptom present?
Date L ocation User Value Reason
Feb-09-2021 12:18:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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. Actual Date of Collection:

Date Location User Value Reason
Feb-09-2021 12:20:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

2. Specimen Type:

Date L ocation User Value Reason
Feb-09-2021 12:20:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

3. Specimen Collection Location:

Date L ocation User Value Reason
Feb-09-2021 12:20:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

4. Assay Code and Description:

Date L ocation User Value Reason
Feb-09-2021 12:20:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

5. Device Type:

Date L ocation User Value Reason
Feb-09-2021 12:20:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

6. Trade Name:

Date Location User Value Reason
Feb-09-2021 12:20:15 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-07:00) Mountain ®)(®) Not Done
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Header Text: C4591001

Visit: POT_COVID_ILL 2
on Feb/09/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

- Unscheduled Visit

Form: MICROBIOLOGY SPECIMEN - 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) (b) (4), (b) (6)
7. Test Result:
Date L ocation User Value Reason
Feb-09-2021 12:20:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Feb-09-2021 12:20:15 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Feb-09-2021 12:20:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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-11-2021 07:47:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-07:00) Mountain (autocalc) |SITE
Time (US & Canada)
Feb-11-2021 07:46:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4),
Time (US & Canada) (b) (6)
Feb-09-2021 12:21:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
2. Sample Type
Date L ocation User Value Reason
Feb-11-2021 07:47:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB_SELF
Time (US & Canada)
Feb-11-2021 07:46:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4),
Time (US & Canada) (b) (6)
Feb-09-2021 12:21:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
3. Sample Collected?
Date L ocation User Value |[Reason
Feb-11-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies
12:53:40 (6) 1: Clo |query
(UTC-07:00) sed
Mountain
Time (US&
Canada)
Feb-11-2021 | ACVOPFEINFP6000 auto query Query | Initia Entry
07:47:10 (autoquery) 1: Ans
(UTC-07:00) wered

Page 412 of 464

*** Confidential***

FDA-CBER-2021-5683-0823415




Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

on Feb/09/2021 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: 12181001
Generated By: (b) (4)

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

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Mountain

Time (US&

Canada)

Feb-11-2021 | ACVOPFEINFP6000 (b) (4), (b) Data |Initia Entry

07:47:10 (6) Entry

(UTC-07:00) :

Mountain NO

Time (US&

Canada)

Feb-11-2021 | ACVOPFEINFP6000 (b) (4), (b) Data |Initia Entry

07:46:13 (6) Entry

(UTC-07:00) :

Mountain

Time (US&

Canada)

Feb-11-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |DM1: Thank you for

06:31:22 1: Rei | response. However, If

(UTC-07:00) ssued: | the sample was not

Mountain Opene | obtained, Please

Time (US& d consider to update

Canada) response to Sample
Collected as = No and
Sample Comments
box should be entered
with reason sample not
collected. Thank you.

Feb-10-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Wewereinstructed by

16:40:19 (6) 1: Ans | CRA to construct a

(UTC-07:00) wered | COVID illnessvisit

Mountain from historical

Time (US& information. There

Canada) will be no samples
collected.

Feb-09-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7213762;Sample

23:30:17 (b) (4) 1: Ope | Collected is not

(UTC-07:00) ned expected to be marked

Mountain Not Done. Please

Time (US& complete. If the

Canada) sample was not
obtained, Sample
Collected = No.
Sample Comments

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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

box should be entered
with reason sample not
collected. Please
consider update.

Feb-09-2021
12:21:09
(UTC-07:00)
Mountain
Time (US&
Canada)

ACVOPFEINFP6000

(b) (4), (b) Data

(6) Entry
Not D
one

Initial Entry

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Feb-11-2021 07:47:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Thiswas originally captured as an
Time (US & Canada) (b) (6) AE and no swab obtained.
Feb-11-2021 07:46:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4),
Time (US & Canada) (b) (6)
Feb-09-2021 12:21:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
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090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001

on Feb/09/2021

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

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

Back to Form

*** Confidential***

1. Data Origin
Date Location User Value Reason
Feb-11-2021 08:34:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-07:00) Mountain (autocalc) |SITE
Time (US & Canada)
Feb-11-2021 08:34:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4),
Time (US & Canada) (b) (6)
Feb-09-2021 12:21:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
2. Sample Type
Date L ocation User Value Reason
Feb-11-2021 08:34:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB
Time (US & Canada)
Feb-11-2021 08:34:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4),
Time (US & Canada) (b) (6)
Feb-09-2021 12:21:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
3. Sample Collected?
Date L ocation User Value |[Reason
Feb-11-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies
12:53:25 (6) 1: Clo |query
(UTC-07:00) sed
Mountain
Time (US&
Canada)
Feb-11-2021 | ACVOPFEINFP6000 auto query Query | Initia Entry
08:34:27 (autoquery) 1: Ans
(UTC-07:00) wered
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/09/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1218
Subject No: 12181001
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

Mountain

Time (US&

Canada)

Feb-11-2021 | ACVOPFEINFP6000 (b) (4), (b) Data |Initia Entry

08:34:27 (6) Entry

(UTC-07:00) :

Mountain NO

Time (US&

Canada)

Feb-11-2021 | ACVOPFEINFP6000 (b) (4), (b) Data |Initia Entry

08:34:07 (6) Entry

(UTC-07:00) :

Mountain

Time (US&

Canada)

Feb-11-2021 | ACVOPFEINFP6000 (b) (4), Query | Please complete. If the

08:29:28 (b) (6) 1:Rel | sample was not

(UTC-07:00) ssued: | obtained, Sample

Mountain Opene | Collected = No.

Time (US& d Sample Comments

Canada) box should be entered
with reason sample not
collected. Please
consider update

Feb-10-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Query is ambiguous

16:48:50 (6) 1: Ans

(UTC-07:00) wered

Mountain

Time (US&

Canada)

Feb-09-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7213763;Sample

23:30:17 (b) (4) 1: Ope | Collected is not

(UTC-07:00) ned expected to be marked

Mountain Not Done. Please

Time (US& complete. If the

Canada) sample was not
obtained, Sample
Collected = No.
Sample Comments
box should be entered
with reason sample not
collected. Please
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SiteNo: 1218

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/09/2021

Form Version: 22-Apr-2020 21:03

Subject No: 12181001
Generated By: (b) (4)

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: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

consider update.

Feb-09-2021
12:21:29
(UTC-07:00)
Mountain
Time (US&
Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Data | Initial Entry

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

*** Confidential***

Date L ocation User Value Reason
Feb-11-2021 08:34:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Thiswas originally captured as an
Time (US & Canada) (b) (6) AE and no swab obtained.
Feb-11-2021 08:34:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4),
Time (US & Canada) (b) (6)
Feb-09-2021 12:21:29 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done
Time (US & Canada) (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2
on Feb/09/2021

- Unscheduled Visit

Form Version: 14-Jan-2021 02:24

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Type of Practitioner: SPECIA
Time (US & Canada) (b) (6) LIST

Occurrenceof Visitso NO

r Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), SPECIALIST
Time (US & Canada) (b) (6)
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Type of Practition EMERGENC
Time (US & Canada) (b) (6) er: Y ROOM

Occurrenceof Viss NO

tsor Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2
on Feb/09/2021

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 14-Jan-2021 02:24

Form: HEALTH CARE UTILIZATION - 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 Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), EMERGENCY ROOM
Time (US & Canada) (b) (6)
1.b Occurrence of Visitsor Contacts:
Date Location User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
1.c
Date Location User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Typeof Practiti PRIMARY CA
Time (US & Canada) (b) (6) oner: RE PHYSICIA
N
Occurrenceof V NO
isitsor Contacts
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), PRIMARY CARE PHYSICIAN
Time (US & Canada) (b) (6)
1.c Occurrence of Visits or Contacts:
Date Location User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
1d
Date Location User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2
on Feb/09/2021

- Unscheduled Visit

Form Version: 14-Jan-2021 02:24

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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

Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Type of Practitioner: URGENT
Time (US & Canada) (b) (6) CARE

Occurrenceof Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), URGENT CARE
Time (US & Canada) (b) (6)
1.d Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Type of Practiti TELEPHONE
Time (US & Canada) (b) (6) oner: CONSULTATI

ON
Occurrenceof V NO
isitsor Contacts
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Header Text: C4591001

Visit: POT_COVID_ILL 2
on Feb/09/2021

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 14-Jan-2021 02:24

Form: HEALTH CARE UTILIZATION - 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.e Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), TELEPHONE CONSULTATION
Time (US & Canada) (b) (6)
1.e Occurrence of Visits or Contacts:
Date Location User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), NO
Time (US & Canada) (b) (6)
1f
Date Location User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Type of Practitioner: OTHE
Time (US & Canada) (b) (6) R

Occurrenceof Visitsor C NO

ontacts:
1.f Physician or Healthcare Professional:
Date Location User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), OTHER
Time (US & Canada) (b) (6)
1.f Occurrence of Visits or Contacts:
Date Location User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO
Time (US & Canada) (b) (6)
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date Location User Value Reason
Feb-09-2021 12:22:17 ACVOPFEINFPG000 | (b) (4). Data Entry: Initial Entry
(UTC-07:00) Mountain ®) (®) NO
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Feb/09/2021

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

Subject No: 12181001
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

Time (US & Canada)

| (b) (4), (b) (6) |
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Header Text: C4591001

on Feb/09/2021

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: RESPIRATORY TREATMENT - 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. What isthe treatment | dentifier?

Date L ocation User Value Reason
Feb-09-2021 12:22:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason
Feb-09-2021 12:22:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain 4), Not Done

Time (US & Canada) (b) (6)

3. Treatment:

Date L ocation User Value Reason
Feb-09-2021 12:22:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

4. Treatment:

Date L ocation User Value Reason
Feb-09-2021 12:22:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

5. Start Date:

Date L ocation User Value Reason
Feb-09-2021 12:22:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), Not Done

Time (US & Canada) (b) (6)

6. Ongoing?

Date L ocation User Value Reason
Feb-09-2021 12:22:33 ACVOPFEINFP6000 |(b) (4, Data Entry: Initial Entry
(UTC-07:00) Mountain ®)(®) Not Done

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Feb/09/2021

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

Subject No: 12181001
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

Time (US & Canada)

| (b) (4), (b) (6) |
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History
on Feb/09/2021

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Feb-09-2021 12:23:06 ACVOPFEINFP6000 |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 |lIness?

Date L ocation User Value Reason
Feb-09-2021 12:23:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), NO

Time (US & Canada) (b) (6)

3. Toxicity Grade:

Date L ocation User Value Reason
Feb-09-2021 12:23:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-07:00) Mountain (4), 1
Time (US & Canada) (b) (6)
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Jan/22/2021 Trail History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Frozen, Verified
Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health

Subject No: 12181001
Generated By: (b) (4)

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-22-202113:13:34 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Jan/22/2021

Time (US & Canada)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason
Jan-22-2021 13:13:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) COVID_A1
Time (US & Canada)
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Jan/22/2021 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: 12181001
Generated By: (b) (4)

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

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Back to Form

1. Data Origin
Date L ocation User Value Reason
Jan-22-2021 13:13:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Jan-22-2021 13:13:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Jan-22-2021 13:14:30 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)
Time (US & Canada)
Jan-22-2021 13:13:45 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.
Jan-22-202113:13:45 | ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) () YES
Time (US & Canada) Date of Collection:
Jan/22/2021
5.a
Date Location User Value Reason
Jan-22-2021 13:14:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) SampleD: BR8NJR
Time (US & Canada)
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Jan/22/2021

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

Subject No: 12181001

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.aSamplelD
Date L ocation User Value Reason
Jan-22-2021 13:14:30 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) BR8NJR
Time (US & Canada)
5.b
Date Location User Value Reason
Jan-22-2021 13:15:37 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Sample|D: BS72HV
Time (US & Canada)
5.b Sample D
Date Location User Value Reason
Jan-22-2021 13:15:37 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) BS72HV
Time (US & Canada)
5.c
Date Location User Value Reason
Jan-22-2021 13:16:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) Sample |D: BS72HW
Time (US & Canada)
5.c Sample|D
Date Location User Value Reason
Jan-22-2021 13:16:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-07:00) Mountain (b) (6) BS72HW
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: 12181001 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Dec-29-2020 08:01:54 ACVOPFEINFP6000 |(b) (4), (b) |Form Created

(UTC-07:00) Mountain (6)

Time (US & Canada)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

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-09-2021 12:25:09 ACVOPFEINFP6000 |(b) (4), (b) |Form Deleted moved to
(UTC-07:00) Mountain (6) potential illness
Time (US & Canada) visit per query.
Dec-29-2020 08:03:03 ACVOPFEINFP6000 |(b) (4), (b) |Form Created
(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: 12181001 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Dec-29-2020 08:04:24 ACVOPFEINFP6000 |(b) (4), (b) |Form Created

(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: 12181001 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Jan-22-2021 09:21:21 ACVOPFEINFP6000 |(b) (4), (b) |Form Created

(UTC-07:00) Mountain (6)

Time (US & Canada)

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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. Category:
Date L ocation User Value Reason
Dec-29-2020 08:01:54 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date L ocation User Value Reason
Dec-29-2020 08:01:54 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-29-2020 08:01:54 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Abdominal pain
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Dec-29-2020 08:01:54 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Nov/3/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Dec-29-2020 08:01:54 ACVOPFEINFPG6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada) End Date Time:
Nov/6/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
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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, Verified

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

Dec-29-2020 08:01:54 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (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-29-2020 08:01:54 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?
I Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Dec-29-2020 08:01:54 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Dec-29-2020 08:01:54 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: 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:
Unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-29-2020 08:01:54 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NOT APPLICABLE
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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, Verified

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

Time (US & Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Dec-29-2020 08:01:54 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Dec-29-2020 08:01:54 ACVOPFEINFP6000 |(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
Dec-29-2020 08:01:54 ACVOPFEINFP6000 |(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
Dec-29-2020 08:01:54 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

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, Deleted, Not Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason
Dec-29-2020 08:03:03 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT

Time (US & Canada)

2.AE ID:

Date L ocation User Value Reason
Dec-29-2020 08:03:03 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 L ocation User Value Reason
Feb-10-2021 13:18:12 ACVOPFEINFP6000 | Salim Query 5: Closed Response satisfies
(UTC-07:00) Mountain Bouguermouh query

Time (US & Canada) (b) (4)

Feb-10-2021 13:18:12 ACVOPFEINFP6000 | Salim Query 4: Closed Response satisfies
(UTC-07:00) Mountain Bouguermouh query

Time (US & Canada) (b) (4)

Feb-10-2021 13:18:12 ACVOPFEINFP6000 | Salim Query 3: Closed Response satisfies
(UTC-07:00) Mountain Bouguermouh query

Time (US & Canada) (b) (4)

Feb-09-2021 12:24:31 ACVOPFEINFP6E000 ((b) (4), (b) Query 5: Answered Changed data per
(UTC-07:00) Mountain (6) query

Time (US & Canada)

Feb-09-2021 12:24:19 | ACVOPFEINFPG000 |(b)(4), (b) | Query 4: Answered Changed data per
(UTC-07:00) Mountain (6) query

Time (US & Canada)

Feb-09-2021 12:24:06 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered Changed data per
(UTC-07:00) Mountain (6) query

Time (US & Canada)

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Deleted, Not Verified

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-17-2021 21:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000 |Saim Query 3: Reissued:Opened
Bouguermouh

(b) (4)

Clin: Per protocol
section 8.1.,
COVID-19 listed
symptom
DIARRHEA should
have please
triggered a potential
COVID llIness Visit
irrespective of
perceived etiology
or clinica
significance. A
SWAB will not be
collected and
captured on the
SOD form only

Jan-17-2021 21:28:05
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000 | Salim Query 5: Opened
Bouguermouh

(b) (4)

Medical monitor:
Despite telehealth
visit was not done,
please complete the
potential COVID-19
IlIness Visit CRF
formswith al
information
available. Should be
captured also on the
SOD CRF form

Jan-17-2021 21:27:23
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPE000 | Salim Query 4: Opened
Bouguermouh

(b) (4)

lin: Please the data
should still be
captured on the
appropriate CRF
pages (as for any
late data, we will
still captureit and
not ignore it) but a
swab will not be
required if
symptoms have
resolved >4d

Jan-13-2021 14:54:32
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000 [(b) (4), (b) | Query 3: Answered
(6)

It is not possible to
specify adiagnosis,
so thiswill be left as
the AE Term.
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Deleted, Not Verified

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-08-2021 12:51:37 ACVOPFEINFP6000 |Salim Query 1: Closed Response satisfies

(UTC-07:00) Mountain Bouguermouh query

Time (US & Canada) (b) (4)

Jan-08-2021 12:51:21 ACVOPFEINFP6000 |Salim Query 2: Closed Response satisfies

(UTC-07:00) Mountain Bouguermouh query

Time (US & Canada) (b) (4)

Jan-08-2021 12:51:09 ACVOPFEINFP6000 |Salim Query 3: Reissued:Opened Clin: Please query

(UTC-07:00) Mountain Bouguermouh open until resolved

Time (US & Canada) (b) (4)

Jan-04-2021 10:17:26 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered We were provided

(UTC-07:00) Mountain (6) guidance to capture

Time (US & Canada) these symptomsin
the AE Log and not
in the potential
COVID illness CRF.
We were not
notified by the pt
about these on her
eDiary. | would like
to obtain
clarification from
our CRA.

Jan-04-2021 10:16:29 ACVOPFEINFP6000 ((b) (4), (b) Query 2: Answered We were provided

(UTC-07:00) Mountain (6) guidance to capture

Time (US & Canada) these symptomsin
the AE Log and not
in the potential
COVID illness CRF.
We were not
notified by the pt
about these on her
eDiary. | would like
to obtain
clarification from
our CRA.

Jan-04-2021 10:15:57 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered We were provided

(UTC-07:00) Mountain (6) guidance to capture

Time (US & Canada) these symptomsin
the AE Log and not
in the potential
COVID illness CRF.
We were not
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Deleted, Not Verified

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

*** THISREPEATING FORM HASBEEN DELETED ***

notified by the pt
about these on her
eDiary. | would like
to obtain
clarification from
our CRA.

Dec-31-2020 12:53:50
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 3: Opened

Medical monitor:
Please the data
should still be
captured on the
appropriate CRF
pages (as for any
late data, we will
still captureit and
not ignore it)

Dec-31-2020 12:53:11
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

Salim
Bouguermouh

(b) (4)

Query 2: Opened

Clin: Despite
telehedlth visit was
not done, please
complete the
potential COVID-19
IlIness Visit CRF
formswith all
information
available. Should be
captured only on the
SOD CRF form and
aNASAL SWAB
will not be collected

Dec-31-2020 12:52:36
(UTC-07:00) Mountain
Time (US & Canada)

ACVOPFEINFPG000

Saim
Bouguermouh

(b) (4)

Query 1: Opened

Clin: Per protocol
section 8.1.,
COVID-19 listed
symptom
DIARRHEA should
have please
triggered a potential
COVID lllness Visit
irrespective of
perceived etiology
or clinica
significance. A
SWAB will not be
collected and
captured on the
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Deleted, Not Verified

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

SOD form only

Dec-29-2020 08:03:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initia Entry
(UTC-07:00) Mountain (6) Diarrhea
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Dec-29-2020 08:03:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Nov/4/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Dec-29-2020 08:03:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada) End Date Time:

Nov/6/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Dec-29-2020 08:03:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (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-29-2020 08:03:03 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?
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Not Verified
Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

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

*** Confidential***

Date Location User Value Reason
Dec-29-2020 08:03:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Dec-29-2020 08:03:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: 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:
Unknown
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Dec-29-2020 08:03:03 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 Location User Value Reason
Dec-29-2020 08:03:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Dec-29-2020 08:03:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
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, Deleted, Not Verified

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

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

Date L ocation User Value Reason
Dec-29-2020 08:03:03 ACVOPFEINFP6000 |(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
Dec-29-2020 08:03:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO

Time (US & Canada)

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)
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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, Verified

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason
Dec-29-2020 08:04:24 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AEID:

Date L ocation User Value Reason
Dec-29-2020 08:04:24 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
Jan-17-2021 21:28:37 ACVOPFEINFP6000 |Saim Query 1: Closed Response satisfies
(UTC-07:00) Mountain Bouguermouh query
Time (US & Canada) (b) (4)
Jan-13-2021 14:55:01 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Itisnot possible to
(UTC-07:00) Mountain (6) specify adiagnosis,
Time (US & Canada) so thiswill be left as
the AE Term.
Jan-08-2021 12:53:06 ACVOPFEINFP6000 | Saim Query 1: Reissued:Opened Clin: Please query
(UTC-07:00) Mountain Bouguermouh remain open until
Time (US & Canada) (b) (4) resolved
Jan-04-2021 10:16:50 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered We were provided
(UTC-07:00) Mountain (6) guidance to capture
Time (US & Canada) these symptomsin
the AE Log and not
in the potential
COVID illness CRF.
We were not
notified by the pt
about these on her
eDiary. | would like
to obtain
clarification from
our CRA.

Page 443 of 464

*** Confidential***
FDA-CBER-2021-5683-0823446



090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

Dec-31-2020 12:54:27 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: Since

(UTC-07:00) Mountain Bouguermouh NAUSEA isone of

Time (US & Canada) (b) (4) the CDC-defined
symptoms of
COVID-19, please
consider whether
this symptom, could
have been due to
COVID-19 and
should have
triggered a potential
COVID-19 illness
visit

Dec-29-2020 08:04:24 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

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

Time (US & Canada)

4, Start Date Time:

Date L ocation User Value Reason

Dec-29-2020 08:04:24 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) Nov/4/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Dec-29-2020 08:04:24 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-07:00) Mountain (6) NO

Time (US & Canada) End Date Time:

Nov/6/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason

Dec-29-2020 08:04:24 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-07:00) Mountain 1

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - 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

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).

*** Confidential***

Date L ocation User Value Reason
Dec-29-2020 08:04:24 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: 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
Dec-29-2020 08:04:24 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
Dec-29-2020 08:04:24 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:
Unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-29-2020 08:04:24 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Dec-29-2020 08:04:24 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
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Header Text: C4591001
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Form Version: 22-Apr-2020 21:02

SiteNo: 1218
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Dec-29-2020 08:04:24 ACVOPFEINFP6000 |(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
Dec-29-2020 08:04:24 ACVOPFEINFP6000 |(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
Dec-29-2020 08:04:24 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
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Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

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, 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***

1. Category:
Date L ocation User Value Reason
Jan-22-2021 09:21:21 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date L ocation User Value Reason
Jan-22-2021 09:21:21 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) |4
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Jan-22-2021 09:21:21 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Acute cholecydtitis
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Jan-22-2021 09:21:21 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Jan/18/2021 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Jan-27-2021 11:59:58 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: New Information
(UTC-07:00) Mountain (6) NO
Time (US & Canada) End Date Time:
Jan/21/2021 UNK:UNK

Jan-22-2021 09:21:21 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) YES
Time (US & Canada)
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen, Verified

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

6. Toxicity Grade:

Date L ocation User Value Reason
Jan-22-2021 09:21:21 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) 3

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).

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Date L ocation User Value Reason
Jan-25-2021 02:20:51 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-07:00) Mountain (autoquery)

Time (US & Canada)

Jan-22-2021 09:21:21 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Acute

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

Time (US & Canada) Responseto "Isthe
adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.

Jan-22-2021 09:21:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

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

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
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

Did this serious event result in p
ersistent or significant disability
/incapacity?

NO

Isthis serious event life threate

ning?

NO

Other medically important serio

us event

NO

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

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

Date Location User Value Reason
Jan-22-2021 09:21:21 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date Location User Value Reason
Feb-02-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 2: C | Response
16:06:21 (6) losed satisfies query
(UTC-07:00)
Mountain
Time (US&
Canada)
Feb-02-2021 | ACVOPFEINFP6000 auto query Query 2: A | Changed to
14:11:59 (autoquery) nswered address query
(UTC-07:00)
Mountain
Time (US&
Canada)
Feb-02-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Changed to
14:11:59 (6) ' address query
(UTC-07:00) NOT REL
Mountain ATED
Time (US& If Not Re

Page 449 of 464

*** Confidential***

FDA-CBER-2021-5683-0823452




090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

Canada) lated to st
udy treat
ment(s), t
his event
isdueto:
OTHE
R
If Oth
er, spe
cify:
Chol
elithi
asis
Feb-02-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 2: O | ClinQuery:
13:27:50 (6) pened Acute
(UTC-07:00) Cholecydtitisis
Mountain reported as
Time (US& being related to
Canada) Other: Acute
Cholecystitis.
However, the
Causdlity
cannot be the
same asthe AE
term asthis
does not explain
the most likely
cause of the AE.
Please clarify
the cause and
update the CRF
Jan-28-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: C | Response
01:44:13 losed satisfies query
(UTC-07:00)
Mountain
Time (US&
Canada)
Jan-27-2021 | ACVOPFEINFP6000 auto query Query 1: A | Changed to
08:55:36 (autoquery) nswered address query.
(UTC-07:00)
Mountain
Time (US&
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1218

Subject No: 12181001
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

Canada)
Jan-27-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Changed to
08:55:36 (6) A address query.
(UTC-07:00) NOT REL
Mountain ATED
Time (US& If Not Re
Canada) lated to st
udy treat
ment(s), t
his event
isdueto:
OTHE
R
If Oth
er, spe
cify:
Acut
ech
olec
ystiti
S
Jan-26-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: O | Pleasereview
10:07:38 (b) (4) pened “If not related to
(UTC-07:00) study treatment
Mountain other" field, the
Time (US& following text
Canada) wasindicated in
the comment
field
[Inflammation].
Any symptoms,
AEs or other
key data should
be collected on
the appropriate
page. Please
review and
update as
necessary.
(b) (4)

*** Confidential***
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

Jan-22-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initia Entry
09:21:21 (6) Yo
(UTC-07:00) NOT REL
Mountain ATED
Time (US& If Not Re
Canada) lated to st
udy treat
ment(s), t
his event
isdueto:
OTHE
R
If Oth
er, spe
cify:
Infla
mma
tion
of th
ega
Iblad
der
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Jan-22-2021 09:21:21 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-25-2021 15:09:43 ACVOPFEINFP6000 |Giselle Query 1: Closed Escalated to CRA
(UTC-07:00) Mountain Cadtillo
Time (US & Canada) (b) (4)
Feb-19-2021 11:00:07 ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Answered Escalated to our
(UTC-07:00) Mountain (6) CRA. | am aware of
Time (US & Canada) the name/objectives
of this study. Pg 7 of
VSAERF
specifically asks us
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

to report "ONLY
relevant diagnostic
and confirmatory test
results’. We've not
been asked for this
for previous SAEs.
Thank you.

Feb-16-2021 16:01:52 ACVOPFEINFP6000
(UTC-07:00) Mountain
Time (US & Canada)

Giselle
Castillo

(b) (4)

Query 1: Reissued:Opened

Thanks for your
response. Pisrefer to
the name/objectives
of this study, Covid
testing has been
requested by our
Data Monitoring
Committee. For
LFTs, Bil, AST ALT
and ALP.

Feb-12-2021 09:16:43 ACVOPFEINFP&000
(UTC-07:00) Mountain
Time (US & Canada)

(b)
@,
(b) (6)

Query 2: Closed

Response satisfies
query

Feb-10-2021 12:48:57 ACVOPFEINFP6000
(UTC-07:00) Mountain
Time (US & Canada)

(b) (4), (b)
(6)

Query 2: Answered

Done

Feb-09-2021 16:18:10 ACVOPFEINFP&000
(UTC-07:00) Mountain
Time (US & Canada)

(b) (4), (b)
(6)

Query 1: Answered

Please clarify exactly
which LFTsyou are
asking me to submit
since they were all
normal. We have not
been asked to submit
COVID testsfor any
other SAEs,
especialy
non-respiratory
SAES. Her test was
negative, so | also do
not consider this
relevant.

Feb-08-2021 12:15:30 ACVOPFEINFP6000
(UTC-07:00) Mountain
Time (US & Canada)

Gisdle
Castillo

(b) (4)

Query 1: Reissued:Opened

Thank you for your
response. LFTs are
clinicaly relevant for
acase of
Cholecystitis.
Additionally, per
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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, Verified

Site No: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 Subject Initials: ---

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

DMC request, Covid
test results should be
added to safety
reportsincluding
negative or unknow
if performed. Thanks

Feb-04-2021 13:56:30 ACVOPFEINFP6000 |(b) Query 2: Reissued:Opened Please close query

(UTC-07:00) Mountain ), once updated

Time (US & Canada) ®®) flowsheet has been
uploaded into
Florence.

Feb-03-2021 15:52:58 | ACVOPFEINFP6000 |(b) (4), (b) | Query 2: Answered Source was

(UTC-07:00) Mountain (6) corrected.

Time (US & Canada)

Feb-03-2021 13:23:36 ACVOPFEINFP6000 |(b) Query 2: Opened Per AE flowshest, no

(UTC-07:00) Mountain ), med was given.

Time (US & Canada) ®©)

Update flowsheset
and upload into
Florence once all

corrections have

been made.
Feb-01-2021 15:10:12 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Answered I included the
(UTC-07:00) Mountain (6) specific antibioticsin
Time (US & Canada) my narrative to
safety on 22Jan2021.
Her LFTsand

COVID test were
unremarkable, so |
did not include them
because they were
not relevant to the
SAE.

Feb-01-2021 05:18:43 ACVOPFEINFP6000 |Gisdle Query 1: Opened CLINICAL_PIs
(UTC-07:00) Mountain Cadtillo clarify the specific
Time (US & Canada) (b) (4) antibiotic used, and
provide lab results
(liver function
tests/covid test).
Thanks

090177e196ae3e82\Final\Final On: 01-Apr-2021 04:55 (GMT)

Jan-22-2021 09:21:21 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) YES
Time (US & Canada)
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Jan-22-2021 09:21:21 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: 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-04-2021 ACVOPFEINFP6E000 |(b) (4), Query 2: Closed SDB updated

11:02:29 (b) (6)

(UTC-07:00)

Mountain Time (US

& Canada)

Feb-01-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered | | have already submitted afollow-up

15:04:58 (6) form to safety.

(UTC-07:00)

Mountain Time (US

& Canada)

Jan-28-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened SAE

07:30:47 (6) RECON:AER#2021065050,0utcome

(UTC-07:00) was reported as Not Recovered/Not

Mountain Time (US Resolved to Safety DB however,

& Canada) recorded as
RECOVERED/RESOLVED on AE
CREF. Please confirm correct
outcome. If safety update is
required, please submit afollow-up
form.

Jan-27-2021 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

12:00:32 (autoquery)

(UTC-07:00)

Mountain Time (US

& Canada)

Jan-27-2021 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information

12:00:32 (6) RECOVERED/RES

(UTC-07:00) OLVED

Mountain Time (US

& Canada)

Jan-27-2021 ACVOPFEINFPE000 | auto query Query 1: Opened For AE Acute cholecydtitis:

11:59:58 (autoquery) Response to "What was the outcome
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1218

Subject No: 12181001

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

(UTC-07:00) of this adverse event?' is

Mountain Time (US 'Recovering/Resolving' but AE End
& Canada) Date/Timeis present.

Jan-22-2021 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

09:21:21 (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-22-2021 09:21:21 ACVOPFEINFPG000 |(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 Location User Value Reason
Jan-25-2021 02:20:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

(b) (6) 2021065050
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Header Text: C4591001

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

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - 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-17-2020 12:32:36 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) Dec/14/2020
Time (US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Dec-17-2020 12:32:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | VACCINATION
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Dec-17-2020 12:32:36 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-07:00) Mountain (6) COMPLETED
Time (US & Canada)
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 12181001

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-12-2021 09:19:33 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

(UTC-07:00) Mountain query

Time (US & Canada)

Feb-10-2021 16:49:24 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered This was updated

(UTC-07:00) Mountain (6) and scanned into

Time (US & Canada) Florence.

Feb-03-2021 13:18:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened Please review the

(UTC-07:00) Mountain form 1 date of

Time (US & Canada) treatment
confirmation. Itis
listed as 11INOV
and signed by staff
on 16DEC. Please
update as needed.

Jan-28-2021 11:25:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-07:00) Mountain (b) (6) Dec/29/2020

Time (US & Canada)
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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, Not Verified, Frozen

SiteNo: 1218 Site Name: (1218) Johns Hopkins Center for American Indian Health
Subject No: 12181001 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-24-2021 08:34:47 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: changed form

(UTC-07:00) Mountain (6) Participant iswilling to return fo | based on updated

Time (US & Canada) r Vaccination 3 guidance
Participant is:

eligible and NOT confirmed t
o0 have received only placebo
at Vaccination 1/2

Jan-28-2021 11:25:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-07:00) Mountain (b) (6) Participant is NOT willing to ret
Time (US & Canada) urn for Vaccination 3 OR otherw
ise not eligible
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Header Text: C4591001

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

Subject No: 12181001

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 :

Date L ocation User Value Reason
Feb-15-2021 13:24:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-07:00) Mountain (6) Dec/29/2020

Time (US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value | Reason

Feb-24-2021 | ACVOPFEINFPS000 Rivkah Rosen Query | Response satisfies
13:23:34 (b) (@) 1: Clo |query

(UTC-07:00) sed

Mountain

Time (US&

Canada)

Feb-24-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Changed data per query
08:36:16 (6) 1: An

(UTC-07:00) swere

Mountain d

Time (US&

Canada)

Feb-24-2021 | ACVOPFEINFPG000 (b) (4), (b) Query | DM: REVAX CONF
03:55:52 (6) 1:Rei |pageisunfrozen,
(UTC-07:00) ssued: | kindly review and
Mountain Opene | update.

Time (US& d

Canada)

Feb-23-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | We can make the
08:54:43 (6) 1: An | required change if
(UTC-07:00) swere [ REVAX CONF pageis
Mountain d unfrozen. Thank you
Time (US&

Canada)

Feb-22-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW?7350530;Primary
15:41:43 (b) (4) 1: Op | Reason for Unblinding
(UTC-07:00) ened |is"ASSESS

Mountain ELIGIBILITY FOR
Time (US& ADDITIONAL
Canada) VACCINATION", but
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Site No: 1218

Header Text: C4591001
Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03

Subject No: 12181001
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

"Participant iswilling
to return for
Vaccination 3" is not
selected in the Further
Vaccination
Confirmation CRF.
Please review and

update as appropriate.

Feb-15-2021 | ACVOPFEINFPS000 (b) (4), (b) Data |Initia Entry
13:24:42 (6) Entr
(UTC-07:00) :
Mountain ASSE
Time (US& SSEL
Canada) IGIBI

LITY

FOR

ADDI

TION

ALV

ACCI

NATI

ON
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Header Text: C4591001

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

Subject No: 12181001

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

Back to Form

1. Subject Status

Date L ocation User Value Reason
Dec-17-2020 12:32:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | FOLLOW-UP
Time (US & Canada)
Oct-20-2020 18:26:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Oct-20-2020 18:01:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Dec-17-2020 12:32:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Dec/14/2020
Time (US & Canada)
Oct-20-2020 18:26:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Oct/19/2020
Time (US & Canada)
Oct-20-2020 18:01:56 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-07:00) Mountain (autocalc) | Oct/19/2020
Time (US & Canada)
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Header Text: C4591001

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

Site No: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, 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. Casebook Signature

Date L ocation User Value Reason

Mar-10-2021 13:31:25 ACVOPFEINFP6E000 |(b) (4), (b) Query 1: Deleted Initial Entry

(UTC-07:00) Mountain (6)

Time (US & Canada)

Mar-10-2021 13:31:25 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-07:00) Mountain (6) Click Hereto Enable

Time (US & Canada)

Mar-09-2021 10:35:59 ACVOPFEINFP6000 |(b) Query 1: Reissued:Candidate Please review this

(UTC-07:00) Mountain o after 12MAR to

Time (US & Canada) ensure that all visits
up to Mar 10 have
been entered and no
additional queries.

Mar-08-2021 16:43:04 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered Please see my

(UTC-07:00) Mountain (6) previous response. |

Time (US & Canada) was not intending to
sign the casebook
until instructed to
do so. It wasjust a
test to seeif | had
signature privileges.
Please clear the
signature field.
Thank you.

Mar-08-2021 06:33:18 ACVOPFEINFPE000 |(b) (4), Query 1. Reissued:Opened Please provide

(UTC-07:00) Mountain (b) (6) "Casebook

Time (US & Canada) Signature”, thank
you.

Mar-05-2021 10:49:39 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered We were asked to

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

Time (US & Canada) casebook. | was
able to do so, then
hoped I'd deleted
the signature.
Please clear the
signature field as it
was only atest.
Thank you.
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Header Text: C4591001

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

SiteNo: 1218
Subject No: 12181001
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status. Data Complete, Signed, Verified

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

Mar-04-2021 22:42:05 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The response
(UTC-07:00) Mountain (6) for "Casebook
Time (US & Canada) Signature” is
missing. Kindly
review and update.
Mar-04-2021 14:32:03 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Thiswas signed as
(UTC-07:00) Mountain (6) atest participant.
Time (US & Canada)
Dec-01-2020 14:38:10 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

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

(6)

Click Here to Enable
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