090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Cohort Selection

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

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: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Informed Consent

1

Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/28/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [11451056]
2. | Birth Date: (b) (6) /1953
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): WHITE
6. | Racial Designation:
Page 3 of 321
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/28/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Form Comments

Inclusion Criteria Not Met

L Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion CriteriaMet

2. Description of Exclusion Not Applicable

Criterion Met

Page 5 of 321
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/28/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
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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, Locked, Frozen, Verified
SiteNo: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
eCRF Audit Trail History
Medical History Details
La||Line/MH Number: [1]

Disease/Syndrome/Surgery [Bactrim alergy]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/1985

Ongoing: YES
LD | Line/MH Number: 2]

Disease/Syndrome/Surgery [Poisonivy allergy]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/1973

Ongoing: YES
1¢|| Line/MH Number: [3]

Disease/Syndrome/Surgery [Right hip replacement]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2015

Ongoing: NO

End Date:
UNK/UNK/2015

Ld 1| Line/MH Number: [4]

Disease/Syndrome/Surgery [Depression, well-controlled]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2010

Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

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

Start Date: UNK/UNK/2019
Ongoing: YES
Page 8 of 321
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. |Date Aug/28/2020
2. | Weight: [150.0]
3. | Unit: LB
4. | Height: [69.5]
5. [ Unit: in
6. | Body Mass Index: [21.8]
Vital Signs Details
72 || Record Identifier: 1
Temperature: [97.3]
Unit: F
Temperature Location: FOREHEAD
Page 9 of 321

FDA-CBER-2021-5683-0807442




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Comments
eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pand: Not Applicable Comments
2. | Lab Sub-Pand: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
1
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor ID: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
Page 10 of 321
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date : Aug/28/2020
2. | Randomization Number: [241071]
3. | Randomization Group: [
Page 11 of 321
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Aug/28/2020

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

[3.0ml collected for both retain aliquots]

Aliquot

Please enter barcode for each aiquot.

5a|| sample 1D [BPLKBK]
5b |l sample D [BP1KBL]
5C || sample 1D [BP1KBM]
5d || sampleID [BPJ193]
5€ || sampleID [BPJ194]
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*** Confidential***
FDA-CBER-2021-5683-0807445




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/28/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sampleID [BPLKBT]
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO

vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/28/2020 12:32
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
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 YES

least the protocol specified

observation period after

investigational product

administration?

Page 14 of 321
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Sep/17/2020
2. | Erroneous Visit
Page 16 of 321
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/17/2020
Vital Signs Details
22| Record Identifier: 1

Temperature: [97.8]

Unit: F

Temperature Location: FOREHEAD

Page 17 of 321
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Comments
eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pand: Not Applicable Comments
2. | Lab Sub-Pand: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
1
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor ID: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
Page 18 of 321
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/17/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
52 || sample ID [BP1L74]
Page 19 of 321
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO

vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/17/2020 10:35
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
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 YES

least the protocol specified

observation period after

investigational product

administration?

Page 20 of 321
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Header Text: c4591001

Visit: V3_MONTH1 _POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Oct/20/2020
2. | Erroneous Visit
Page 21 of 321
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Header Text: c4591001

Visit: V3_ MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:03
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/20/2020
4. | If no sample was collected or [1]
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sample 1D [BNWANN]
5b |l sample D [BNW4NM]
5C || sample 1D [BNWA4NL]
5d || sampleID [BPLLBR]
Page 22 of 321
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Nov/16/2020

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

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/16/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 lliness Visit: COVID_A

Page 23 of 321
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Nov/16/2020
2. | Date of First Symptom Started: Nov/14/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/20/2020
Symptoms
4.a|| 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
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
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? NO
Page 24 of 321
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Header Text: c4591001

on Nov/16/2020

Form Version: 10-Oct-2020 16:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

4i Symptoms:

VOMITING

Was symptom present?

NO

Symptoms - Other

Sa|| symptoms - Other Text:

[new or increased nasal congestion]

*** Confidential***

5b Symptoms - Other Text: [headache]
5.C || symptoms - Other Text: [fatigue]
Page 25 of 321
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Date of . Specimen Call .
# Collectio Specimen T ection L ocatio Assay Code and Descripti Device Type Form Insta
ype on nce
n n
1. DELETED | Not Don | Not Done Not Done Not Done Not Done Repesating
e Pages
2. Nov/16/2 | SWABBED | NASOPHARY | SEVERE ACUTERESPS |SARS-COV-2DI | Repeating
020 MATERIAL | NX YNDROME CORONAVIR | AGNOSTIC TES Pages
us2 T
Page 26 of 321
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Header Text: c4591001

on Nov/16/2020

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
Form Comments
eCRF Audit Trail History

Form Audit Trail

Micrabiology Specimen

*** Confidential***

1. | Actua Date of Collection: Not Done Comments
I
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/Findingsy/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
Page 27 of 321
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

Comments/Findings/Details:

[]

1. | Actual Date of Collection: Nov/16/2020

2. | Specimen Type: SWABBED MATERIAL

3. | Specimen Collection Location: NASOPHARY NX

4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. | Trade Name: OTHER

7. | Test Result: POSITIVE

8

9

Trade Name Other, Specify:

[CLIA-Certified Lab]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Nov/16/2020

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Nov/16/2020
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 [RW84858]
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Header Text: c4591001

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

on Nov/16/2020

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

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

Please enter barcode for each aliquot.

S, Sample ID

[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Nov/16/2020

Form Version: 10-Oct-2020 15:59
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Health Care Utilization

*** Confidential***

1a|| physician or Hedlthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts. | NO
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts; | NO
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts, | NO
Ld|| physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts. | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts. | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts, | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

# Treatmt_ent |denti | Con Non-Drug Tr_eatments Pre-s Treatment Treatment Start Date | Form Instance
fier pecified
1. | Not Applicable Not Applicable Not Applica | Not Applica | Not Applica Repeating
ble ble ble Pages
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Header Text: c4591001

on Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

1. [ What isthe treatment I dentifier? Not Applicable Comments
[]

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

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

on Nov/16/2020

Form Version: 06-Jul-2020 21:52
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis:
[Covid-19]

Date of Diagnosis:
Nov/16/2020

3. | Toxicity Grade:

Page 34 of 321
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

# Category of Clinical Even | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form I nstance
t: nt d e
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE

on Nov/16/2020

Form Version: 17-Jul-2020 21:55
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

IlIness Details

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

Alw NP

Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

4 Category for La | Vendor Na Collectlion D | Specimen T | ab Result Form Instanc
b Test me ate: ype e
L Sponsor-Defined Id | Tes | Resul Repesting
entifier t: t: Pages
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Header Text: c4591001

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

on Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Lab Chemistry Details

Lab Panel:

Laboratory Name and Address

[]

Collection Date:

1

Alw NP

Specimen Type:

Lab Result

5 Sponsor |D:

[]

Test:

Result:

[]

Not Done:

LNMT

Low

[]

High

Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:51
Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result o
. Sponsor-Defined | | Tes | Resu | | Repeating
dentifier t| It Pages
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Header Text: c4591001

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

on Nov/16/2020

Form Version: 21-Aug-2020 02:51
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Laboratory Data Hematology

Lab Panel:

Laboratory Name and Address

[]

Collection Date:

1

Alw NP

Specimen Type:

Lab Result

5 Sponsor |D:

[]

Test:

Result:

[]

Not Done:

LNMT

Low

[]

High

Unit
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 21-Aug-2020 02:50

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

# Date: Vital Signs Details Form Instance
1 Record | dentifier: Systalic: Diastolic: Repesting Pages
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Header Text: c4591001

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

on Nov/16/2020

Form Version: 21-Aug-2020 02:50
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Vital Signs

1. | Date:

)

Vital Signs Details

2. Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

# Date: Vital Signs Details Form Instance
L Record I dentifier: Oxygen Saturation Repesting Pages
Page 43 of 321
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Header Text: c4591001

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

on Nov/16/2020

Form Version: 21-Aug-2020 02:51
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Vital Signs

1. | Date:

)

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry %
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

# | 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 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Nov/16/2020

Form Version: 06-Jul-2020 21:52
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FHO2 (Fraction of Inhaled Oxygen):

Page 46 of 321

*** Confidential***
FDA-CBER-2021-5683-0807479




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

# Sponsor-Defined | | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
dentifier ication re-specified cation ate e
1 Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Nov/16/2020

Form Version: 06-Jul-2020 21:55
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

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:

1

Ongoing?
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: IMAGING

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

#

Date of Assessment

L ocation of Assessment

Imaging M ethod

Overall Assessment

Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

on Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Imaging

Date of Assessment:

)

L ocation of Assessment:

Type of Imaging Exam:

Alw NP

Assessment:
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Header Text: c4591001
Visit: POT_COVID_CONVA 1- Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT

Visit on Jan/07/2021

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/7/2021

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 lliness Visit: COVID_A1
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Header Text: ¢4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Jan/07/2021

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? NO

4. | If no sample was collected or [V101 AND COV. CONV. VISIT WAS CONDUCTED ON THE SAME DAY S.
sample was not collected according | SAMPLES COLLECTED WAS DESIGNATED TO V101 VISIT. PER
to protocol, please provide reason: | PROTOCOL, NO MORE THAN 20ML ISTO BE COLLECTED FOR A

VISIT]

Aliquot

Please enter barcode for each aliquot.

5 || sample 1D []
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Header Text: c4591001

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

Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Unplanned Assessments

1. | Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 2155
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Dateof Oct/20/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [1
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP
Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Disposition - Follow-Up

1

Date of
Completion/Discontinuation/Death

/)

Phase of Disposition:

Status:

Specify Status:

[]
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Header Text: c4591001
Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit
Form Version: 10-Oct-2020 15:57
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit

1

Date of Visit

)

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

Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

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 || sample 1D []
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Header Text: c4591001
Visit: Logs

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

“ Category AE !denh Adverse Event Start Date Isthe Adverse. Event Still | Form Instanc
fier Ongoing e

1. |ADVERSEEV |1 tachycardia Oct/7/2020 10:00 | NO Repeating

ENT End Date Time: Pages
Oct/8/2020 12:00

2. |ADVERSEEV |2 small pericardial ef | Oct/8/2020 UNK: | YES Repeating

ENT fusion UNK Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [tachycardia]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/7/2020 10:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Oct/8/2020 12:00
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
eXISf“ ng h ospltghza_tlp n. Pers st(_ant Did this serious event require or prolong hospitalization?
or significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may _— ) . . N 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
YES
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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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
9. | Isthisevent related to study NOT RELATED

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

OTHER
If Other, specify:
[patient has history of palpitation for the past 4 months]

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: [2020397125]

For Pfizer Use Only

Page 61 of 321

FDA-CBER-2021-5683-0807494




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Not Complete

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(2]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[small pericardial effusion]

Start Date Time:

Oct/8/2020 UNK:UNK

Isthe adverse event still ongoing?

YES

Toxicity Grade:

2

N|lo | o) &

Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient

Congenital anomaly/birth defect;

medical/surgical intervention to
prevent above outcomes).

hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;

Important medical event (i.e. may
jeopardize subject and may require

NO

8. | Isthis adverse 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:
[the volunteer has been having the tachycardia events in the past]

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: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Not Complete

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | NO

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

RECOVERING/RESOLVING

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: ¢4591001
Visit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Medication E Isthe medication error Still | Study Medication Error | Form Instanc
# | Category Start Date . -
rror Ongoing sAction e
1. | Not Applic | Not Applicabl | Not Applic | Not Applicable Not Applicable Repeating
able e able Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
Form Comments
eCRF Audit Trail History

Medication Error

*** Confidential***

1. | Category: Not Applicable Comments
2. | Medication Error (Type of Not Applicable Comments
Medication Error):
[]
3. | Start Date: Not Applicable Comments
1
4. | Isthe medication error still Not Applicable Comments
ongoing?
5. | Latest Action Taken with Study Not Applicable Comments
Treatment:
6. | Was a Concomitant Medication Not Applicable Comments
given?
7. | WasaNon-Drug Treatment given? | Not Applicable Comments
8. | Did the Medication Error cause the | Not Applicable Comments
subject to be discontinued from the
study?
9. | Was this medication error Not Applicable Comments
associated with any adverse
events?
10. | Serious Adverse Event Number: Not Applicable Comments
For Pfizer Use Only
[]
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Header Text: ¢4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi Form Instanc
# . . e . Start Date
dentifier dication Pre-specified cation e
1. [ Not Applicable Not Applicable Not Applicable Not Applicable | Not Applic Repeating
able Pages
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1

Wheat is the medication identifier?

Not Applicable

[]

Comments

Category:

Not Applicable

Comments

Concomitant Medications
Pre-specified:

Not Applicable

Comments

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).

Not Applicable

[]

Comments

Date:

Not Applicable

1

Comments

*** Confidential***
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

# Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1. | Not Applicable Not Applicable Not Applicable Not Applicabl | Not Applica Repeating
e ble Pages
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Form Comments
eCRF Audit Trail History
Concomitant Medications
1. | What isthe medication identifier? | Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4. | Medication: Not Applicable Comments
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: Not Applicable Comments
[]
6. | Dose Unit: Not Applicable Comments
7. | Dose Freguency: Not Applicable Comments
8. | Route: Not Applicable Comments
9. | Start Date: Not Applicable Comments
1
10. | Ongoing? Not Applicable Comments
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Header Text: c4591001
Visit: Logs
Form Version: 22-Apr-2020 21:02
Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

# | Category Treatm<_ant |denti | Con Non-Drug '_I'r_eaIments Pre-s Treatment Start Date | Form Instance
fier pecified
1. | Not Applica | Not Applicable Not Applicable Not Applica | Not Applica Repeating
ble ble ble Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: RADIATION TREATMENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
Form Comments
eCRF Audit Trail History

Radiation Treatment

*** Confidential***

1. | Category: Not Applicable Comments

2. | What isthe treatment Identifier? Not Applicable Comments
[]

3. | Concomitant Non-drug Treatment | Not Applicable Comments

Pre-specified:

4. | Treatment: Not Applicable Comments
[]

5. | Start Date; Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

# Transfusion Type Date of Transfusion Form Instance
1 Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

1. | Transfusion Type: Not Applicable Comments
2. | Date of Transfusion: Not Applicable Comments
I
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Header Text: c4591001

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

Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit
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Header Text: c4591001

Site No: 1145
Subject No: 11451056
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: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Vital Signs

1. | Date:

)

Vital Signs Details

2. || Record Identifier:

Temperature:

[]

Unit:

Temperature Location:

*** Confidential***

Page 75 of 321

FDA-CBER-2021-5683-0807508




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 20-Feb-2021 02:14
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Lab Urinalysis

1. | Lab Panel:

Lab Sub-Panel:

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: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

Wl | N ||| WIDN

Unit:

=
©

Timeframe Subject Was Observed

'_\
=

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: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: c4591001

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

Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1

*** Confidential***

Page 79 of 321

FDA-CBER-2021-5683-0807512




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: ¢4591001

Visit: Potential ReVax Initia Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Jan/7/2021
2. | Erroneous Visit
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Header Text: ¢4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Further Vaccination Confirmation

1

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

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

*** Confidential***
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Jan/7/2021
2. | Erroneous Visit
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Header Text: c4591001
Visit: V101_VAX3
Form Version: 10-Dec-2020 02:31
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION
Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Informed Consent - Further Vaccination

1

Consent Was:

OBTAINED

Date Written Consent Obtained
Jan/7/2021

*** Confidential***
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Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Comments

Inclusion Criteria Not Met

1

Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Not Applicable
Criterion Met
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1

Date of
Completion/Discontinuation/Death

Jan/7/2021

*** Confidential***

2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST
Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Comments
eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pand: Not Applicable Comments
2. | Lab Sub-Pand: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
1
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor ID: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Jan/7/2021
4. | If no sample was collected or [1]
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sample 1D [BMOCOP]
5b |l sample D [BNWATR]
5C || sample 1D [BNWATP]
5d || sampleID [BNWATN]
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/7/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sampleID [BM9OCOM]
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Jan/7/2021 11:32
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status. Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Jan/7/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Comments
eCRF Audit Trail History

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

Not Applicable Comments

)

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DEATH DETAILS CODED

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Comments
eCRF Audit Trail History

Death Details
1. | Date of Collection/ Notification of | Not Applicable Comments
Death:
1
Cause of Death
2. || Cause of Death Status: Not Applicable
Cause of Death: Not Applicable
[]
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Jan/28/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST
Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pand: URINALYSIS
2. | Lab Sub-Pand: PREGNANCY
3. | Collection Date: Jan/28/2021
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/28/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
52 || sample ID [BMOC35]
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Jan/28/2021 10:21
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Feb/25/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Contact Outcome

1. | Contact Type: TELEPHONE VISIT
2. | Was contact made? YES
Date of Contact:
Feb/25/2021
3. | Comments: [
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit
1. | Date of Visit 1
2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:04
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Contact Outcome

1

Contact Type:

2.

Was contact made?

Comments:
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit
1. | Date of Visit 1
2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:04
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Contact Outcome

1

Contact Type:

2.

Was contact made?

Comments:
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Header Text: ¢4591001

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Visit: FURTHER_VACCINATION_EOT - Form: DISPOSITION - TREATMENT
Unscheduled
Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Disposition - Treatment

1

Date of
Completion/Discontinuation/Death

Feb/25/2021

*** Confidential***

2. | Phase of Disposition: OPEN LABEL TREATMENT
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status. Data Complete, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/20/2020
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status. Data Complete, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Casebook Signature Form

1

Casebook Signature

Click Here to Enable

*** Confidential***
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Verified
SiteNo: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Audit Trail
This form requires signing by amember of each of the following signature groups:
e CRF_Sign
e CRF_Sign 1
Name Signature Date Type Action
M eaning
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
Form | Aug-28-2020 13:39:32 (UTC-05:00) Eastern | (b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
Form | Aug-28-2020 13:47:09 (UTC-05:00) Eastern | (b) Post-menopausal for over 25 years
Time (US & Canada) (4),
(b) (6) Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
1 Aug-28-2020 13:47:09 (UTC-05:00) Eastern (b) Post-menopausal for over 25 years
Time (US & Canada) (4),
(b) (6) Not Applicable
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
2 Aug-28-2020 13:47:09 (UTC-05:00) Eastern (b) Post-menopausal for over 25 years
Time (US & Canada) 4),
(b) (6) Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
3 Aug-28-2020 13:47:09 (UTC-05:00) Eastern (b) Post-menopausal for over 25 years
Time (US & Canada) (4),
(b) (6) Not Applicable
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
4 Aug-28-2020 13:47:09 (UTC-05:00) Eastern (b) Post-menopausal for over 25 years
Time (US & Canada) (4),
(b) (6) Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
5 Aug-28-2020 13:47:09 (UTC-05:00) Eastern (b) Post-menopausal for over 25 years
Time (US & Canada) (4),
(b) (6) Not Applicable
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:49

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6.a |Aug-28-2020 13:47:09 (UTC-05:00) Eastern (b) Post-menopausal for over 25 years
Time (US & Canada) (4),
(b) (6) Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6.a |Aug-28-2020 13:47:09 (UTC-05:00) Eastern (b) Post-menopausal for over 25 years
Time (US & Canada) (4),
(b) (6) Not Applicable
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:49

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6.a |Aug-28-2020 13:47:09 (UTC-05:00) Eastern (b) Post-menopausal for over 25 years
Time (US & Canada) (4),
(b) (6) Not Applicable
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
Form | Sep-17-2020 11:10:26 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
1 Sep-17-2020 11:10:26 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 118 of 321

*** Confidential***
FDA-CBER-2021-5683-0807551




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
2 Sep-17-2020 11:10:26 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
3 Sep-17-2020 11:10:26 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
4 Sep-17-2020 11:10:26 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 121 of 321

FDA-CBER-2021-5683-0807554
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
5 Sep-17-2020 11:10:26 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
6.a |Sep-17-2020 11:10:26 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6.a |Sep-17-2020 11:10:26 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
6.a |Sep-17-2020 11:10:26 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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FDA-CBER-2021-5683-0807558
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
Form | Nov-17-2020 15:34:07 (UTC-05:00) Eastern (b) (4), (b) waiting for the volunteer to forward results
Time (US & Canada) (6)
Form | Nov-17-2020 15:31:39 (UTC-05:00) Eastern (b) (4), (b) Not Done
Time (US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0807559
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
1 Nov-17-2020 15:31:39 (UTC-05:00) Eastern (b) (4), (b) Not Done
Time (US & Canada) (6)
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FDA-CBER-2021-5683-0807560
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Nov-17-2020 15:31:39 (UTC-05:00) Eastern (b) (4), (b) Not Done
Time (US & Canada) (6)
Page 128 of 321

*** Confidential***
FDA-CBER-2021-5683-0807561
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
3 Nov-17-2020 15:31:39 (UTC-05:00) Eastern (b) (4), (b) Not Done
Time (US & Canada) (6)
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FDA-CBER-2021-5683-0807562
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
4 Nov-17-2020 15:31:39 (UTC-05:00) Eastern (b) (4), (b) Not Done
Time (US & Canada) (6)
Page 130 of 321

*** Confidential***
FDA-CBER-2021-5683-0807563
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
5 Nov-17-2020 15:31:39 (UTC-05:00) Eastern (b) (4), (b) Not Done
Time (US & Canada) (6)
Page 131 of 321

FDA-CBER-2021-5683-0807564




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
6 Nov-17-2020 15:31:39 (UTC-05:00) Eastern (b) (4), (b) Not Done
Time (US & Canada) (6)
Page 132 of 321

*** Confidential***
FDA-CBER-2021-5683-0807565
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
7 Nov-17-2020 15:31:39 (UTC-05:00) Eastern (b) (4), (b) Not Done
Time (US & Canada) (6)
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FDA-CBER-2021-5683-0807566
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
8 Nov-17-2020 15:31:39 (UTC-05:00) Eastern (b) (4), (b) Not Done
Time (US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0807567
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
9 Nov-17-2020 15:31:39 (UTC-05:00) Eastern (b) (4), (b) Not Done
Time (US & Canada) (6)
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FDA-CBER-2021-5683-0807568
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
Form | Nov-16-2020 10:42:42 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0807569
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
1 Nov-16-2020 10:42:42 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 137 of 321

FDA-CBER-2021-5683-0807570
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
2 Nov-16-2020 10:42:42 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 138 of 321

*** Confidential***
FDA-CBER-2021-5683-0807571
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
3 Nov-16-2020 10:42:42 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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FDA-CBER-2021-5683-0807572
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
4 Nov-16-2020 10:42:42 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0807573
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
5 Nov-16-2020 10:42:42 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 141 of 321

FDA-CBER-2021-5683-0807574
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6 Nov-16-2020 10:42:42 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 142 of 321

*** Confidential***
FDA-CBER-2021-5683-0807575
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
Form | Oct-14-2020 10:37:19 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 143 of 321

FDA-CBER-2021-5683-0807576
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
1 Oct-14-2020 10:37:19 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 144 of 321

*** Confidential***
FDA-CBER-2021-5683-0807577
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
2 Oct-14-2020 10:37:19 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
3 Oct-14-2020 10:37:19 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0807579
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
4 Oct-14-2020 10:37:19 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 147 of 321
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
5 Oct-14-2020 10:37:19 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 148 of 321

*** Confidential***
FDA-CBER-2021-5683-0807581
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
6 Oct-14-2020 10:37:19 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 149 of 321
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
7 Oct-14-2020 10:37:19 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 150 of 321

*** Confidential***
FDA-CBER-2021-5683-0807583
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
8 Oct-14-2020 10:37:19 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 151 of 321
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
9 Oct-14-2020 10:37:19 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
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Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
5 Jan-07-2021 12:40:21 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6.a |Jan-07-2021 12:40:21 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
6.a |Jan-07-2021 12:40:21 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6.a |Jan-07-2021 12:40:21 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
Form | Jan-07-2021 12:38:22 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 191 of 321

FDA-CBER-2021-5683-0807624




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Disposition

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
1 Jan-07-2021 12:38:22 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DEATH DETAILS CODED - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
Form | Jan-07-2021 12:38:40 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: Disposition

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DEATH DETAILS CODED - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
1 Jan-07-2021 12:38:40 (UTC-05:00) Eastern (b) (4), (b) Not Applicable
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, Verified

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

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

e CRF_Sign
e CRF _Sign 1
Name Signature Date Type Action
M eaning
(b) (6) N/A Jan-28-2021 12:29:03 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Jan-15-2021 08:55:24 (UTC-05:00) Eastern BOOK Signed
Time (US & Canada)
Affidavit:
By my dated signature below, I, (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 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-07-2021 12:37:45 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-30-2020 12:31:48 (UTC-05:00) Eastern BOOK Signed
Time (US & Canada)
Affidavit:
By my dated signature below, I, (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 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: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
(b) (6) N/A Nov-23-2020 10:59:36 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Kawsar Talaat | Approved Nov-17-2020 16:36:32 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, KawsarTalaat, 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 Nov-17-2020 15:31:39 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Kawsar Talaat Approved Nov-17-2020 14:27:34 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, KawsarTalaat, 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 Nov-17-2020 09:51:22 (UTC-05:00) Eastern 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, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
(b) (6) Approved Nov-16-2020 12:05:34 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)
Affidavit:
By my dated signature below, I, (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 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 Nov-16-2020 10:00:56 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Kawsar Talaat | Approved Nov-02-2020 14:02:46 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, KawsarTalaat, 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 Oct-30-2020 15:46:32 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Kawsar Talaat | Approved Oct-29-2020 21:39:40 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)
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Header Text: c4591001

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

Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History
Form Status: Data Complete, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Affidavit:

By my dated signature below, |, KawsarTalaat, 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: 30-Jul-2020 21:29 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-28-2020 13:38:35 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), 24 JUL 2020

Time (US & Canada) (b) (6)

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

Date L ocation User Value Reason
Aug-28-2020 13:38:35 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), STAGE 3 COHORTS
Time (US & Canada) (b) (6)

Page 199 of 321

*** Confidential***
FDA-CBER-2021-5683-0807632



090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Aug-28-2020 13:38:43 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), OBTAINED
Time (US & Canada) (b) (6) Date Written Consent Obtain
ed
Aug/28/2020
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Header Text: ¢4591001

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

1. Subject ID

Date L ocation User Value Reason

Oct-14-2020 21:58:58 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies query

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)

Oct-14-2020 14:11:59 | ACVOPFEINFPG000 ((b) (4), (b) [ Query 1: Answered uploaded the SAE form

(UTC-05:00) Eastern (6)

Time (US & Canada)

Oct-14-2020 06:54:42 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened SAE

(UTC-05:00) Eastern (b) (6) RECON:AER#2020397125

Time (US & Canada) tachycardia(onset
date:070ct2020)was
reported as seriousin
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Aug-28-2020 13:38:27 | ACVOPFEINFP6000 | auto calc Data Entry: Item copied from previous

(UTC-05:00) Eastern (autocalc) 11451056 form

Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason

Aug-28-2020 13:38:23 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry

(UTC-05:00) Eastern (autocalc) |(b) (6) /1953

Time (US & Canada)

3. Sex:

Date L ocation User Value Reason

Aug-28-2020 13:38:57 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), FEMALE

Time (US & Canada) (b) (6)

4. Ethnicity:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Aug-28-2020 13:38:57 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NOT HISPANIC OR LATINO
Time (US & Canada) (b) (6) (A) OR OF SPANISH ORIGI
N

5. Race: (Check X all that apply):

090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Date L ocation User Value Reason
Aug-28-2020 13:38:57 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), WHITE
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-28-2020 13:39:11 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/28/2020
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

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

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-28-2020 13:39:49 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/28/2020
Time (US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-28-2020 13:39:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Aug-28-2020 13:39:49 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), COMPLETED
Time (US & Canada) (b) (6)
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

la
Date L ocation User Value Reason
Aug-28-2020 13:42:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Ling/MH Number 1
Time (US & Canada) :
Medical History T Bactrim aller
erm: ay
Start Date: UNK/UNK/1
985
Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-28-2020 13:42:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-16-2020 10:50:51 | ACVOPFEINFP6000 | Quan Jason Gong | Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (4) query
Time (US & Canada)
Oct-16-2020 10:10:28 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered added per query
(UTC-05:00) Eastern (6)
Time (US & Canada)
Oct-16-2020 03:37:52 | ACVOPFEINFP6000 |(b) Query 1: Opened GPDCLin: Per
(UTC-05:00) Eastern @), SAE report, the
Time (US & Canada) (b) (6) subject had
intermittent
pal pitations over
the past year with
more frequent
complaints over
the past few
months. Please add
palpitation in the
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Header Text: c4591001

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

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

MHX.
Oct-15-2020 12:57:47 | ACVOPFEINFP6000 | Quan Jason Gong | Query 1: Candidate GPDCLin: Per
(UTC-05:00) Eastern (b) (4) SAE report, the
Time (US & Canada) subject had
intermittent
pal pitations over
the past year with
more frequent
complaints over
the past few
months. Please add
palpitation in the
MHXx.
Aug-28-2020 13:42:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Bactrim allergy
Time (US & Canada) (b) (6)
1l.a Start Date:
Date L ocation User Value Reason
Aug-28-2020 13:42:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), UNK/UNK/1985
Time (US & Canada) (b) (6)
1.aOngoing:
Date L ocation User Value Reason
Aug-28-2020 13:42:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Aug-28-2020 13:43:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 2
Time (US & Canada) :
Medical History T Poisonivy all
erm: ergy
Start Date: UNK/UNK/1
973
Ongoing: YES
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Header Text: c4591001

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

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

1.b Line/MH Number:

Date L ocation User Value Reason
Aug-28-2020 13:43:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug AllergiesDrug Allergies:
Date L ocation User Value Reason
Aug-28-2020 13:43:33 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Poison ivy allergy
Time (US & Canada) (b) (6)
1.b Start Date:
Date L ocation User Value Reason
Aug-28-2020 13:43:33 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/1973
Time (US & Canada) (b) (6)
1.b Ongoing:
Date L ocation User Value Reason
Aug-28-2020 13:43:33 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
lc
Date L ocation User Value Reason
Aug-28-2020 13:44:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Ling/MH Numb 3
Time (US & Canada) er:

Medical History Right hip replac

Term: ement

Start Date: UNK/UNK/201

5
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Ongoing: NO
End Date:
UNK/UNK/2
015
1l.cLine/MH Number:
Date L ocation User Value Reason
Aug-28-2020 13:44:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-28-2020 13:44:08 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Right hip replacement
Time (US & Canada) (b) (6)
1.c Start Date:
Date L ocation User Value Reason
Aug-28-2020 13:44:08 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2015
Time (US & Canada) (b) (6)
1.c Ongoing:
Date L ocation User Value Reason
Aug-28-2020 13:44:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2015
1d
Date L ocation User Value Reason
Aug-28-2020 13:45:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 4
Time (US & Canada) ber:
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Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Medical Histor Depression, well-

*** Confidential***

y Term: controlled

Start Date: UNK/UNK/2010

Ongoing: YES
1.dLine/MH Number:
Date L ocation User Value Reason
Aug-28-2020 13:45:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-28-2020 13:45:11 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Depression, well-controlled
Time (US & Canada) (b) (6)
1.d Start Date;
Date L ocation User Value Reason
Aug-28-2020 13:45:11 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2010
Time (US & Canada) (b) (6)
1.d Ongoing:
Date L ocation User Value Reason
Aug-28-2020 13:45:11 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Oct-16-2020 10:10:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 5
Time (US & Canada) :

Medical History T palpitation

erm:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Start Date: UNK/UNK/2
019

Ongoing: YES
l.eLine/MH Number:
Date L ocation User Value Reason
Oct-16-2020 10:10:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5
Time (US & Canada)

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

Date L ocation User Value Reason
Oct-16-2020 10:10:09 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) palpitation
Time (US & Canada)
1.e Start Date:
Date L ocation User Value Reason
Oct-16-2020 10:10:09 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) UNK/UNK/2019
Time (US & Canada)
1.e Ongoing:
Date L ocation User Value Reason
Oct-16-2020 10:10:09 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada)
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

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

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

1. Date:
Date L ocation User Value Reason
Aug-28-2020 13:45:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/28/2020
Time (US & Canada) (b) (6)
2. Weight:
Date L ocation User Value Reason
Aug-28-2020 13:45:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), 150.0
Time (US & Canada) (b) (6)
3. Unit:
Date L ocation User Value Reason
Aug-28-2020 13:45:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), LB
Time (US & Canada) (b) (6)
4. Height:
Date L ocation User Value Reason
Aug-28-2020 13:45:52 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 69.5
Time (US & Canada) (b) (6)
5. Unit:
Date L ocation User Value Reason
Aug-28-2020 13:45:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), in
Time (US & Canada) (b) (6)
6. Body Mass Index:
Date L ocation User Value Reason
Aug-28-2020 13:45:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |21.8
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada) | |

7.a

Date L ocation User Value Reason
Aug-28-2020 13:45:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Record I dentifier: 1

Time (US & Canada) (b) (6) :

Temperature: 97.3
Temperature Unit F

TemperatureLoc FOREHE

090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

ation:: AD

7.a Record | dentifier:
Date L ocation User Value Reason
Aug-28-2020 13:45:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) (b) (6)
7.a Temperature:
Date L ocation User Value Reason
Aug-28-2020 13:45:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 97.3
Time (US & Canada) (b) (6)
7.a Unit:
Date L ocation User Value Reason
Aug-28-2020 13:45:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), F
Time (US & Canada) (b) (6)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-28-2020 13:45:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), FOREHEAD
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Lab Pand:

Date L ocation User Value Reason

Aug-28-2020 13:47:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Not Applicable

Time (US & Canada) (b) (6)

2. Lab Sub-Panel:

Date L ocation User Value Reason

Aug-28-2020 13:47:09 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Not Applicable

Time (US & Canada) (b) (6)

3. Collection Date:

Date L ocation User Value Reason

Aug-28-2020 13:47:09 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4), Not Applicable

Time (US & Canada) (b) (6)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Aug-28-2020 13:47:09 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Not Applicable

Time (US & Canada) (b) (6)

5. Specimen Type:

Date L ocation User Value Reason

Aug-28-2020 13:47:09 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Not Applicable

Time (US & Canada) (b) (6)

6.a

Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Aug-28-2020 13:47:09 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sponsor -Defined | Not Appli
Time (US & Canada) (b) (6) dentifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
6.a Sponsor |D:
Date L ocation User Value Reason
Aug-28-2020 13:47:09 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Test:
Date L ocation User Value Reason
Aug-28-2020 13:47:09 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Result:
Date L ocation User Value Reason
Aug-28-2020 13:47:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Not Done:
Date L ocation User Value Reason
Aug-28-2020 13:47:09 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Randomization Date :

*** Confidential***

Date L ocation User Value Reason
Aug-28-2020 17:25:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/28/2020
Time (US & Canada) (b) (6)
2. Randomization Number:
Date L ocation User Value Reason
Aug-28-2020 17:25:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 241071
Time (US & Canada) (b) (6)
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-28-2020 17:37:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-28-2020 17:37:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-28-2020 17:37:26 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-28-2020 17:37:15 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?

(UTC-05:00) Eastern (autoquery) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Aug-28-2020 17:37:15 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4), YES

Time (US & Canada) (b) (6) Date of Collection:

Aug/28/2020

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Aug-28-2020 17:39:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 3.0ml collected for both retain al
Time (US & Canada) (b) (6) iquots
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

5a
Date L ocation User Value Reason
Aug-28-2020 17:37:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample |D: BPIKBK
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Aug-28-2020 17:37:26 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BP1KBK
Time (US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Aug-28-2020 17:37:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample 1D: BP1KBL
Time (US & Canada) (b) (6)
5.b Sample ID
Date L ocation User Value Reason
Aug-28-2020 17:37:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BP1KBL
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Aug-28-2020 17:37:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample ID: BP1IKBM
Time (US & Canada) (b) (6)
5.c Sample 1D
Date L ocation User Value Reason
Aug-28-2020 17:37:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (@), BP1KBM
Time (US & Canada) (b) (6)
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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, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

5.d
Date L ocation User Value Reason
Aug-28-2020 17:38:16 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample |D: BPJ193
Time (US & Canada) (b) (6)
5.d Sample ID
Date L ocation User Value Reason
Aug-28-2020 17:38:16 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BPJ193
Time (US & Canada) (b) (6)
5e
Date L ocation User Value Reason
Aug-28-2020 17:38:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample | D: BPJ194
Time (US & Canada) (b) (6)
5.e Sample D
Date L ocation User Value Reason
Aug-28-2020 17:38:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), BPJ194
Time (US & Canada) (b) (6)
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-28-2020 17:36:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-28-2020 17:36:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-28-2020 17:36:49 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Aug-28-2020 17:36:39 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-28-2020 17:36:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) (b) (6) Date of Collection:
Aug/28/2020
5a
Date L ocation User Value Reason
Aug-28-2020 17:36:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample 1D: BPIKBT
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

5.a SampleID
Date L ocation User Value Reason
Aug-28-2020 17:36:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BP1KBT
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-28-2020 13:47:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2. Treatment Name
Date L ocation User Value Reason
Aug-28-2020 13:47:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Aug-28-2020 13:47:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Aug-28-2020 13:47:40 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/28/2020 12:32
Time (US & Canada) (b) (6)
5. Anatomical Location:
Date L ocation User Value Reason
Aug-28-2020 13:47:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Aug-28-2020 13:47:40 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RIGHT
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada)

(b) (4), (b) (6)

7. Route:

Date L ocation User Value Reason
Aug-28-2020 13:47:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-28-2020 13:47:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED O

Time (US & Canada) BSERVATION PERIOD

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date L ocation User Value Reason
Aug-28-2020 13:47:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 06-Jul-2020 21:53

Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Aug-28-2020 13:47:46 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO - REACTOGENICITY E-
Time (US & Canada) (b) (6) DIARY NOT COLLECTED F

OR THIS SUBJECT

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-17-2020 11:10:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/17/2020
Time (US & Canada) (b) (6)
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Header Text: ¢4591001
Visit: V2 VAX2 L

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0807658

1. Date:
Date L ocation User Value Reason
Sep-17-2020 11:10:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/17/2020
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Sep-17-2020 11:10:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Record Identifier:: 1
Time (US & Canada) (b) (6) Temperature: 97.8

Temperature Unit: F

Temperature Locati FOREHEA

on:: D
2.aRecord | dentifier:
Date L ocation User Value Reason
Sep-17-2020 11:10:18 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, 1
Time (US & Canada) (b) (6)
2.a Temperature:
Date L ocation User Value Reason
Sep-17-2020 11:10:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 97.8
Time (US & Canada) (b) (6)
2.aUnit:
Date L ocation User Value Reason
Sep-17-2020 11:10:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), F
Time (US & Canada) (b) (6)
2.a Temperature Location:

Page 225 of 321




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Date L ocation User Value Reason
Sep-17-2020 11:10:18 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), FOREHEAD
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:49

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Lab Pand:

Date L ocation User Value Reason

Sep-17-2020 11:10:26 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, Not Applicable

Time (US & Canada) (b) (6)

2. Lab Sub-Panel:

Date L ocation User Value Reason

Sep-17-2020 11:10:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Not Applicable

Time (US & Canada) (b) (6)

3. Collection Date:

Date L ocation User Value Reason

Sep-17-2020 11:10:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, Not Applicable

Time (US & Canada) (b) (6)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Sep-17-2020 11:10:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Not Applicable

Time (US & Canada) (b) (6)

5. Specimen Type:

Date L ocation User Value Reason

Sep-17-2020 11:10:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Not Applicable

Time (US & Canada) (b) (6)

6.a

Date L ocation User Value Reason
Page 227 of 321

*** Confidential***

FDA-CBER-2021-5683-0807660




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Sep-17-2020 11:10:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sponsor-Defined I|d Not Applic
Time (US & Canada) (b) (6) entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
6.a Sponsor |D:
Date L ocation User Value Reason
Sep-17-2020 11:10:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Test:
Date L ocation User Value Reason
Sep-17-2020 11:10:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Result:
Date L ocation User Value Reason
Sep-17-2020 11:10:26 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Not Applicable
Time (US & Canada) (b) (6)
6.a Not Done:
Date L ocation User Value Reason
Sep-17-2020 11:10:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: V2_VAX2_L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-17-2020 15:05:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-17-2020 15:05:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-17-2020 15:05:28 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-17-2020 15:05:22 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Sep-17-2020 15:05:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) (b) (6) Date of Collection:
Sep/17/2020
5a
Date L ocation User Value Reason
Sep-17-2020 15:05:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample | D: BP1L74
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

5.a SampleID
Date L ocation User Value Reason
Sep-17-2020 15:05:28 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), BP1L74
Time (US & Canada) (b) (6)
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Header Text: ¢4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-17-2020 11:10:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2. Treatment Name
Date L ocation User Value Reason
Sep-17-2020 11:10:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Sep-17-2020 11:10:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Sep-17-2020 11:10:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/17/2020 10:35
Time (US & Canada) (b) (6)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-17-2020 11:10:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Sep-17-2020 11:10:55 ACVOPFEINFP6000 (E) 4, Data Entry: Initial Entry
(UTC-05:00) Eastern ®)® RIGHT
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Header Text: c4591001

Visit: V2_VAX2_L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada)

| (b) (4), (b) (6) |

7. Route:

Date L ocation User Value Reason
Sep-17-2020 11:10:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-17-2020 11:10:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED O

Time (US & Canada)

BSERVATION PERIOD

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date L ocation User Value Reason
Sep-17-2020 11:10:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: V3_MONTH1 _POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Oct-26-2020 16:43:45 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-05:00) Eastern (6) query

Time (US & Canada)

Oct-26-2020 09:45:14 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered EOT completed

(UTC-05:00) Eastern (6) thanks

Time (US & Canada)

Oct-26-2020 05:55:41 | ACVOPFEINFPG000 |(b) (4), Query 1: Opened DM:As per CRF

(UTC-05:00) Eastern (b) (6) guidelines, the

Time (US & Canada) treatment period is
defined as 1st
vaccination visit
through the
1-month post
vaccination visit
after the 2nd
vaccination. Hence,
please complete
treatment
disposition CRF
and update date of
EOT to match the
date the Visit 3.

Oct-20-2020 10:39:49 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (6) Oct/20/2020

Time (US & Canada)
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Header Text: ¢4591001

Visit: V3 MONTH1 _POSTVAX2 L

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-20-2020 13:37:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-24-2020 10:39:41 ACVOPFEINFP6000 | Balgji Query 1: Closed Query raised in

(UTC-05:00) Eastern Prabu R hidden items

Time (US & Canada) (b) (4)

Oct-24-2020 08:34:59 ACVOPFEINFP6000 |(b) (4), Query 1: Opened As per CRF

(UTC-05:00) Eastern (b) (6) guidelines, the

Time (US & Canada) treatment period is
defined as 1st
vaccination visit
through the 1-month
post vaccination
visit after the 2nd
vaccination. Hence,
please complete
treatment
disposition CRF and
update date of EOT
to match the date the
Visit 3.

Oct-20-2020 13:37:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-20-2020 13:37:58 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)
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Header Text: c4591001

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Oct-20-2020 13:37:31 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Oct-20-2020 13:37:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada) Date of Collection:
Oct/20/2020
5.a
Date L ocation User Value Reason
Oct-20-2020 13:37:58 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample |D: BNW4NN
Time (US & Canada)
5.a Sample D
Date L ocation User Value Reason
Oct-20-2020 13:37:58 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) BNWA4NN
Time (US & Canada)
5b
Date L ocation User Value Reason
Oct-20-2020 13:38:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample | D: BNW4NM
Time (US & Canada)
5.b Sample|D
Date L ocation User Value Reason
Oct-20-2020 13:38:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) BNW4NM
Time (US & Canada)
5.c
Page 235 of 321

*** Confidential***

FDA-CBER-2021-5683-0807668




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date L ocation User Value Reason
Oct-20-2020 13:38:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample | D: BNW4NL
Time (US & Canada)
5.c Sample 1D
Date L ocation User Value Reason
Oct-20-2020 13:38:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) BNW4NL
Time (US & Canada)
5.d
Date L ocation User Value Reason
Oct-20-2020 13:38:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample|D: BPILBR
Time (US & Canada)
5.d Sample ID
Date L ocation User Value Reason
Oct-20-2020 13:38:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) BPILBR
Time (US & Canada)
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Header Text: ¢4591001

on Nov/16/2020

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form Status: Data Complete, Frozen, Verified

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-16-2020 10:40:17 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-16-2020 10:01:53 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-16-2020 10:00:55 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Assessment in
the Signsand

Symptoms formis
missing. Please
review and update

*** Confidential***

as appropriate.

Nov-16-2020 10:00:55 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Nov-16-2020 10:00:55 | ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Nov/16/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Nov-16-2020 10:00:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | COVID_A

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Nov-16-2020 10:02:08 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-16-2020 10:01:53 ACVOPFEINFP6000 | auto query Query 1: Opened All symptoms are

(UTC-05:00) Eastern (autoquery) reported as Not

Time (US & Canada) Present and there is
no Other Symptom
reported. Please
review and update
as appropriate.

Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Nov/16/2020

Time (US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason

Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Nov/14/2020

Time (US & Canada)

3. Symptoms Ongoing?

Date L ocation User Value Reason

Feb-16-2021 13:50:30 | ACVOPFEINFP6000 |(b) Query 2: Closed Response satisfies

(UTC-05:00) Eastern (4), query

Time (US & Canada) (b) (6)

Feb-16-2021 08:55:12 ACVOPFEINFP6000 | auto query Query 2: Answered New Information

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-16-2021 08:55:12 ACVOPFEINFPGE000 |(b) (4), (b) Data Entry: New Information

(UTC-05:00) Eastern (6) NO

Time (US & Canada) Date of Last Symptom Resolv

ed:
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Header Text: c4591001

on Nov/16/2020

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

Nov/20/2020

Feb-12-2021 06:15:47 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Opened 60 days have

(UTC-05:00) Eastern (6) passed since the

Time (US & Canada) Date of First
Symptom Started
and Ongoing is
YES. Please
confirm if
symptoms are truly
ongoing. Else,
please enter Date of
Last Symptom
Resolved.

Nov-17-2020 10:52:41 | ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

(UTC-05:00) Eastern (4), query

Time (US & Canada) (b) (6)

Nov-17-2020 09:54:21 | ACVOPFEINFPE000 |(b) (4), (b) Query 1. Answered fatigue added as

(UTC-05:00) Eastern (6) other symptom

Time (US & Canada)

Nov-16-2020 18:35:58 | ACVOPFEINFP6000 |(b) Query 1: Opened Subject aso reports

(UTC-05:00) Eastern (4), feeling tired. Please

Time (US & Canada) (b) (6) confirmif thisis
fatigue and if this
should be included
in other symptoms.

Nov-16-2020 10:01:53 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (6) YES

Time (US & Canada)

4.a

Date L ocation User Value Reason

Nov-16-2020 10:01:53 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Symptoms: FEVER

Time (US & Canada) Symptom Present: NO

4.a Symptoms:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry
(UTC-05:00) Eastern (6) FEVER
Time (US & Canada)
4.a Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
4b
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Symptoms. NEW OR INCREA
Time (US & Canada) SED COUGH
Symptom NO
Present:
4.b Symptoms:
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NEW OR INCREASED COUGH
Time (US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
4.c
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sympto NEW OR INCREASE
Time (US & Canada) ms: D SHORTNESS OF B
REATH
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NEW OR INCREASED SHORT
Time (US & Canada) NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
4d
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Symptoms: CHILLS
Time (US & Canada) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) CHILLS
Time (US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
4e
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date L ocation User Value Reason
Nov-17-2020 09:52:49 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern (6) Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN

Symptom YES

Present:
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Symptom NEW OR INCREAS
Time (US & Canada) s: ED MUSCLE PAIN

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Nov-16-2020 10:01:53 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NEW OR INCREASED MUSCL
Time (US & Canada) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 10:52:25 | ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern (4), query
Time (US & Canada) (b) (6)
Nov-17-2020 09:52:49 ACVOPFEINFPE000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Nov-17-2020 09:52:49 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern (6) YES
Time (US & Canada)
Nov-16-2020 18:34:58 ACVOPFEINFP6000 |(b) Query 1. Opened Source indicates
(UTC-05:00) Eastern 4), feeling achy. Please
Time (US & Canada) (b) (6) confirm if these are

muscle pains.
Nov-16-2020 10:01:53 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
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Header Text: c4591001

on Nov/16/2020

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

FDA-CBER-2021-5683-0807676

4f
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Symptoms NEW LOSS OF TA
Time (US & Canada) ; STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NEW LOSS OF TASTE OR SM
Time (US & Canada) ELL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
49
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Symptom NEW OR INCREAS
Time (US & Canada) s: ED SORE THROAT

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

4.9 Symptoms:
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NEW OR INCREASED SORE T
Time (US & Canada) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
4.h
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Symptoms: DIARRHE
Time (US & Canada) A
Symptom Present NO

4.h Symptoms:
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) DIARRHEA
Time (US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
4.
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: c4591001

on Nov/16/2020

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

FDA-CBER-2021-5683-0807678

(UTC-05:00) Eastern (0) (@), () (6) | symptoms: VOMITING
Time (US & Canada) Symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFPG000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) VOMITING
Time (US & Canada)
4.i Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 10:01:53 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
5a
Date L ocation User Value Reason
Nov-16-2020 10:02:08 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Symptoms new or increased na
Time (US & Canada) - Other:  sal congestion
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Nov-16-2020 10:02:08 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) new or increased nasal congestio
Time (US & Canada) n
5b
Date L ocation User Value Reason
Nov-16-2020 10:02:19 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Symptoms - Other: headache
Time (US & Canada)

Page 245 of 321




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

5.b Symptoms - Other Text:

Date L ocation User Value Reason
Nov-16-2020 10:02:19 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) headache
Time (US & Canada)
5.c
Date L ocation User Value Reason
Nov-17-2020 11:49:07 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern (6) Symptoms - Other: fatigue
Time (US & Canada)
Nov-17-2020 09:52:34 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Symptoms - Other: fatiuge
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Nov/16/2020
Form Version: 10-Oct-2020 16:02

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

5.¢c Symptoms - Other Text:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Clo | Discrepancy has

13:55:26 Oracle sed been closed.

(UTC-05:00) (b) (4)

Eastern Time

(US & Canada)

Nov-17-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Transcription

11:49:07 (autoquery) wered Error

(UTC-05:00)

Eastern Time

(US & Canada)

Nov-17-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription

11:49:07 (6) fatigue Error

(UTC-05:00)

Eastern Time

(US & Canada)

Nov-17-2020 ACVOPFEINFP6000.|nFormAdapter.Discrepancy | PFETMS Query 1: Ope | Clarify

11:18:52 Oracle ned FATIUGE as

(UTC-05:00) (b) (4) follows...Should

Eastern Time spelling be

(US & Canada) FATIGUE? If so,
please edit term
as such.
Otherwise,
clarify further.
Thank you.

Nov-17-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Initial Entry

09:52:34 (6) fatiuge

(UTC-05:00)

Eastern Time

(US & Canada)

*** Confidential***
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

on Nov/16/2020

Form Version: 06-Jul-2020 21:54

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status:

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Nov-23-2020 12:26:23 ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-05:00) Eastern @), Error
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

on Nov/16/2020

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Date L ocation User Value Reason

Nov-23-2020 10:59:36 ACVOPFEINFP6000 |(b) (4), (b) |Form Crested
(UTC-05:00) Eastern (6)
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Nov/16/2020

Form Version: 06-Jul-2020 21:54

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Actual Date of Collection:

Date

L ocation User

Value

Reason

Nov-24-2020 05:39:14
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPE000 | (B) (4); (b)
(6)

Query 1: Closed

Response satisfies
query

Nov-23-2020 12:22:07

ACVOPFEINFPS000 |(b)

Query 1: Answered

will do. thank you

(UTC-05:00) Eastern 4,

Time (US & Canada) (b) (6)

Nov-23-2020 01:31:29 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued: Opened DM1: Thanks for

(UTC-05:00) Eastern (b) (6) your response.

Time (US & Canada) Please update
COVID19 test
results once
available.

Nov-23-2020 01:31:00
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP000 | (b) (4),
(b) (6)

Query 1. Reissued:Candidate

DM1: Thanksfor
your response.
Please update
COVID19test
results once
available.

Nov-20-2020 12:33:30
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000 | (b) (4); (b)
(6)

Query 1: Answered

waiting for the
COVID19 test
results to be mailed
in by the volunteer

Nov-20-2020 06:24:08 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Please

(UTC-05:00) Eastern (6) confirm if

Time (US & Canada) Comment entered
needsto be
recorded in
appropriate data
point. Please
confirm and correct
else clarify, thank
you.

Nov-17-2020 15:31:39 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (6) Not Done
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Header Text: c4591001

on Nov/16/2020

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

2. Specimen Type:

*** Confidential***

Date L ocation User Value Reason

Nov-17-2020 15:31:39 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Done

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason

Nov-17-2020 15:31:39 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Done

Time (US & Canada)

4. Assay Code and Description:

Date L ocation User Value Reason

Nov-17-2020 15:31:39 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Done

Time (US & Canada)

5. Device Type:

Date L ocation User Value Reason

Nov-17-2020 15:31:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Done

Time (US & Canada)

6. Trade Name:

Date L ocation User Value Reason

Nov-17-2020 15:31:39 ACVOPFEINFPG000 |((b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Done

Time (US & Canada)

7. Test Result:

Date L ocation User Value Reason
Page 251 of 321

FDA-CBER-2021-5683-0807684




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Nov/16/2020

Form Version: 06-Jul-2020 21:54

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** THISREPEATING FORM HASBEEN DELETED ***

Nov-17-2020 15:31:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Done
Time (US & Canada)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Nov-17-2020 15:31:39 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Done
Time (US & Canada)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Nov-17-2020 15:31:39 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Done
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/16/2020

Form Version: 06-Jul-2020 21:54

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Nov-23-2020 10:59:36 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Nov/16/2020

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Nov-23-2020 10:59:36 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) SWABBED MATERIAL

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason

Nov-23-2020 10:59:36 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) NASOPHARYNX

Time (US & Canada)

4. Assay Code and Description:

Date L ocation User Value Reason

Nov-23-2020 10:59:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SEVERE ACUTE RESP SYNDR

Time (US & Canada) OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason

Nov-23-2020 10:59:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Time (US & Canada) T

6. Trade Name:

Date L ocation User Value Reason

Nov-23-2020 10:59:36 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/16/2020

Form Version: 06-Jul-2020 21:54

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

(UTC-05:00) Eastern (b) (4), (b) (6) | OTHER
Time (US & Canada)
7. Test Result:
Date L ocation User Value Reason
Nov-23-2020 10:59:36 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) POSITIVE
Time (US & Canada)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Nov-24-2020 08:22:49 | ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern 4), query
Time (US & Canada) (b)
(6)
Nov-23-2020 15:33:43 | ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-05:00) Eastern (autoquery) Information
Time (US & Canada)
Nov-23-2020 15:33:43 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-05:00) Eastern 4), CLIA-Certified Lab Information
Time (US & Canada) (b) (6)
Nov-23-2020 15:03:31 | ACVOPFEINFP6000 |(b) Query 1: Opened Clin: As"CLIA-
(UTC-05:00) Eastern 4), Certified Lab" is
Time (US & Canada) (b) specified, "NALT
(6) unknown" should
not be entered.
Nov-23-2020 10:59:36 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) CLIA-Certified Lab, NALT unk
Time (US & Canada) nown
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/16/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-16-2020 10:42:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-16-2020 10:42:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Nov-17-2020 10:42:14 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-17-2020 08:20:24 | ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Opened ‘Sample Collected?

(UTC-05:00) Eastern (6) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Nov-16-2020 10:42:07 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?

(UTC-05:00) Eastern (autoquery) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Nov-16-2020 10:42:07 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) YES

Time (US & Canada) Date of Collection:

Nov/16/2020
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

on Nov/16/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Nov-17-2020 10:42:26 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern (6)
Time (US & Canada)
Nov-16-2020 10:42:07 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) waiting for the volunteer to get d
Time (US & Canada) one the self swab
5a
Date L ocation User Value Reason
Nov-17-2020 10:42:14 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample | D: Rw84858
Time (US & Canada)
5.a SampleID
Date L ocation User Value Reason
Nov-17-2020 10:42:14 ACVOPFEINFPE000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) RwW84858
Time (US & Canada)
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Header Text: ¢4591001

Subject No: 11451056
Generated By: (b) (4)

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

on Nov/16/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

(UTC-05:00) Eastern
Time (US & Canada)

1. Data Origin

Date L ocation User Value Reason
Nov-16-2020 10:40:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-16-2020 10:40:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | NASAL_SWAB

3. Sample Collected?

Time (US & Canada)

Date L ocation User Value Reason
Nov-17-2020 10:43:28 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-17-2020 10:41:42 ACVOPFEINFP6000 | auto query Query 2: Opened '‘Sample Collected?
(UTC-05:00) Eastern (autoquery) ismarked as No and

‘If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update

*** Confidential***

as appropriate.

Nov-17-2020 10:41:42 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Nov-17-2020 10:41:42 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

on Nov/16/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Nov-17-2020 08:20:24 | ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Opened 'Sample Collected?
(UTC-05:00) Eastern (6) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Nov-16-2020 10:40:17 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Nov-16-2020 10:40:17 | ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada) Date of Collection:
Nov/16/2020

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Nov-17-2020 10:43:28 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) only self swab is collected
Time (US & Canada)
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Header Text: ¢4591001

on Nov/16/2020

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

la
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Type of Practitioner: SPECIA
Time (US & Canada) LIST

Occurrence of Visits NO

or Contacts.
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) SPECIALIST
Time (US & Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
1b
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFPG000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Typeof Practitio EMERGEN
Time (US & Canada) ner: CY ROOM

Occurrence of VisNO

itsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/16/2020

Form Version: 10-Oct-2020 15:59

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) EMERGENCY ROOM
Time (US & Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
1lc
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Type of Practiti PRIMARY CA
Time (US & Canada) oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) PRIMARY CARE PHYSICIAN
Time (US & Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
1d
Date L ocation User Value Reason
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Header Text: c4591001

on Nov/16/2020

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

*** Confidential***

Nov-16-2020 10:40:40 ACVOPFEINFP6000 |(b) (4), (b) |[DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Type of Practitioner URGENT
Time (US & Canada) : CARE

Occurrence of Visit NO

sor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) URGENT CARE
Time (US & Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
le
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Type of Practiti TELEPHONE
Time (US & Canada) oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/16/2020

Form Version: 10-Oct-2020 15:59

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials:

Generated Time (GMT): 29-Mar-2021 11:44

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) TELEPHONE CONSULTATION
Time (US & Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
1f
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Typeof Practitioner:  OTH
Time (US & Canada) ER

Occurrenceof Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) OTHER
Time (US & Canada)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
3. Hasthe subject been hospitalized due to potential COVID-19 iliness?
Date L ocation User Value Reason
Nov-16-2020 10:40:40 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
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Header Text: c4591001

on Nov/16/2020

Form Version: 10-Oct-2020 15:59
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

(UTC-05:00) Eastern
Time (US & Canada)

()@, () (6) [NO

*** Confidential***
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/16/2020

Form Version: 06-Jul-2020 21:53

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason

Nov-16-2020 10:42:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Nov-16-2020 10:42:42 ACVOPFEINFPG000 |((b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

3. Treatment:

Date L ocation User Value Reason

Nov-16-2020 10:42:42 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

4. Treatment:

Date L ocation User Value Reason

Nov-16-2020 10:42:42 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

5. Start Date:

Date L ocation User Value Reason

Nov-16-2020 10:42:42 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

6. Ongoing?

Date L ocation User Value Reason
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Header Text: c4591001

Subject No: 11451056
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Nov/16/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Nov-16-2020 10:42:42 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1-

on Nov/16/2020

Form Version: 06-Jul-2020
Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Unscheduled Visit

21:52

Form Status: Data Complete, Frozen, Verified

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-16-2020 10:41:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | POTENTIAL COVID-19 ILLNES

Time (US & Canada) S

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason
Nov-24-2020 ACVOPFEINFP6000 (b) Query 1: Clo | Response satisfies
08:23:12 4), sed query
(UTC-05:00) (b)

Eastern Time (6)

(US & Canada)

Nov-23-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: Clo | Discrepancy has
19:37:55 Oracle sed been closed.
(UTC-05:00) (b) (4)

Eastern Time

(US & Canada)

Nov-23-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: Op | Clarify COVID as
17:29:52 Oracle ened follows... Theterm
(UTC-05:00) (b) (4) is unclear and
Eastern Time appears truncated.
(US & Canada) Areyou reporting

CORONAVIRUS
INFECTION
DISEASE?
COVID-19?
COVID-19
VIRUSTEST?
COVID-19
SUSPECTED? If
S0, update the
verbatim term as
such. Otherwise
clarify and edit
the verbatim
accordingly.
Thank you.
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History
on Nov/16/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Nov-23-2020 ACVOPFEINFP6000 auto query Query 1: An | Transcription
15:33:39 (autoquery) swered Error
(UTC-05:00)
Eastern Time
(US & Canada)
Nov-23-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription
15:33:39 (6) YES Error
(UTC-05:00) Respirator
Eastern Time y llIness Di
(US & Canada) agnosis:
Covid-19
Date of Dia
gnosis.
Nov/16/2
020
Nov-23-2020 ACVOPFEINFP6000 (b) Query 1: Rel | Clin: Please enter
15:00:41 4), ssued:Opene | "COVID-19"
(UTC-05:00) (b) d instead of just
Eastern Time (6) "CovID."
(US & Canada)
Nov-23-2020 ACVOPFEINFP6000 auto query Query 1: An | Transcription
14:57:45 (autoquery) swered Error
(UTC-05:00)
Eastern Time
(US & Canada)
Nov-23-2020 ACVOPFEINFPG000 (b) (4), (b) Data Entry: | Transcription
14:57:45 (6) YES Error
(UTC-05:00) Respirator
Eastern Time y lliness Di
(US & Canada) agnosis:
Covid
Date of Dia
gnosis:
Nov/16/2
020
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Nov/16/2020

Form Version: 06-Jul-2020 21:52

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Nov-23-2020 ACVOPFEINFP6000 (b) Query 1: Op | Clin: Assubject is

14:55:57 4), ened symptomatic and

(UTC-05:00) (b) has a positive

Eastern Time (6) local test collected

(US & Canada) on 16Nov2020,
please enter
diagnosis of
COVID-19.

Nov-16-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Initia Entry

10:41:36 (6) NO

(UTC-05:00)

Eastern Time

(US & Canada)

3. Toxicity Grade:

Date L ocation User Value Reason

Nov-17-2020 10:52:07 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

(UTC-05:00) Eastern (4), query

Time (US & Canada) (b) (6)

Nov-17-2020 09:51:22 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-17-2020 09:51:22 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error

(UTC-05:00) Eastern (6) 2

Time (US & Canada)

Nov-16-2020 18:37:50 ACVOPFEINFP6000 |(b) Query 1: Opened Per source, toxicity

(UTC-05:00) Eastern (4), gradeis 2. Please

Time (US & Canada) (b) (6) review and confirm
or clarify as
appropriate.

Nov-16-2020 10:41:36 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) 1

Time (US & Canada)
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Header Text: ¢4591001

Visit on Jan/07/2021

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled

Form Version: 22-Apr-2020 21:04

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Feb-05-2021 15:46:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/7/2021
Time (US & Canada) (b) (6)
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Feb-05-2021 15:46:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), COVID_A1
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Jan/07/2021

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-05-2021 16:02:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Feb-05-2021 16:02:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Feb-05-2021 16:02:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (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

Feb-05-2021 16:02:56
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
(4),
(b) (6)

Data Entry:
V101 AND COV. CONV. VISIT

WAS CONDUCTED ON THE
SAME DAY S. SAMPLES COL
LECTED WAS DESIGNATED
TO V101 VISIT. PER PROTOC
OL, NO MORE THAN 20ML |
STOBE COLLECTED FORA
VISIT.

Initial Entry
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Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Header Text: ¢4591001
Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Completion/Discontinuation/Death :

*** Confidential***

Date L ocation User Value Reason
Oct-26-2020 09:44:56 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Oct/20/2020
Time (US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-26-2020 09:44:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATION
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Oct-26-2020 09:44:56 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) COMPLETED
Time (US & Canada)
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Header Text: ¢4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Date L ocation User Value Reason
Oct-14-2020 10:37:06 ACVOPFEINFP6000 ((b) (4), (b) |Form Created

(UTC-05:00) Eastern (6)

Time (US & Canada)

090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0807706

Date L ocation User Value Reason
Oct-20-2020 10:41:53 ACVOPFEINFP6000 ((b) (4), (b) |Form Created
(UTC-05:00) Eastern (6)
Time (US & Canada)
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Category:
Date L ocation User Value Reason
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | ADVERSE EVENT

2.AEID:

Date L ocation User Value Reason
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Oct-18-2020 19:42:19 | ACVOPFEINFP6000 | Giselle Query 1: Closed Response satisfies

(UTC-05:00) Eastern Cadtillo query

Time (US & Canada) (b) (4)

Oct-15-2020 16:33:04 | ACVOPFEINFP6000 |(b) Query 1: Answered Original valueis

(UTC-05:00) Eastern (4), correct

Time (US & Canada) (b) (6)

Oct-15-2020 16:12:17 | ACVOPFEINFP6000 | Giselle Query 1: Opened In SDB has been

(UTC-05:00) Eastern Cadtillo recorded

Time (US & Canada) (b) (4) "Transthoracic
echocardiography
(TTE) on 080ct2020
was performed and
revealed small
pericardial effusion
(possible atrial
flutter/junctional
rhythm)". If
appropriate, please
revise/update log
with new
information.

Oct-14-2020 10:37:06 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (6) tachycardia
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Oct/7/2020 10:00
Time (US & Canada)
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada) End Date Time;

Oct/8/2020 12:00
6. Toxicity Grade:
Date L ocation User Value Reason
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) 3

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Oct-30-2020 15:49:46 ACVOPFEINFP6000 | QuanJason | Query 2: Closed Response satisfies
(UTC-05:00) Eastern Gong query
Time (US & Canada) (b) (4)
Oct-30-2020 15:46:32 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-30-2020 15:46:32 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern (6) YES
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada)

Is this serious event associated
with congenital anomaly or bir
th defect?

NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

YES
Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Isthis serious event life threate
ning?

NO

Other medically important seri

Oct-29-2020 19:01:12 ACVOPFEINFP6000
(UTC-05:00) Eastern
Time (US & Canada)

ous event
YES
Quan Jason | Query 2: Opened
Gong
(b) (4)

GPDClin: Please
clarify the SAE
category. Inthe SAE
report, the criteria
met was
hospitalization. If
that's correct, please
make correction
here.

Oct-14-2020 21:58:23 ACVOPFEINFP6000
(UTC-05:00) Eastern
Time (US & Canada)

auto query Query 1: Deleted
(autoquery)

Close Auto Query

Oct-14-2020 10:37:06 ACVOPFEINFPG000

auto query Query 1. Candidate

For AE tachycardia:
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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, Locked, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
(UTC-05:00) Eastern (autoquery) Responseto "Isthe
Time (US & Canada) adverse event
serious?" is'Yes but
"Serious Adverse
Event Number” is
blank.
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada) Isthis serious event associated
with congenital anomaly or bir
th defect?
NO
Did this serious event result in
death?
NO
Did this serious event require o
r prolong hospitalization?
NO
Did this serious event result in
persistent or significant disabili
ty/incapacity?
NO
Isthis serious event life threate
ning?
NO
Other medically important seri
ous event
YES
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
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Oct-14-2020 10:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Oct-16-2020 12:57:09 | ACVOPFEINFPE000 | (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern 4), query
Time (US & Canada) (b) (6)
Oct-16-2020 10:09:04 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered there was no long
(UTC-05:00) Eastern (6) term history of the
Time (US & Canada) pal pitation reported,
thiswas the only
even that caused her
to cometo ER
Oct-15-2020 13:13:08 | ACVOPFEINFP6000 |(b) Query 1: Opened CLINQUERY -
(UTC-05:00) Eastern @), Relationship to
Time (US & Canada) (b) (6) Study Treatment
notes "patient has
hx of palpitation for
the past 4 months."
However, no
MedHx noted.
Please review
stability at time of
enrollment and
update medical
history CRF as
appropriate.
Oct-14-2020 10:37:06 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) NOT RELATED
Time (US & Canada) If Not Related to study treatm
ent(s), this event isdueto:
OTHER
If Other, specify:
patient has history of pal
pitation for the past 4 mo
nths
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (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
Oct-14-2020 10:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Oct-14-2020 21:58:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 2020397125
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Not Complete

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-20-2020 10:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Oct-20-2020 10:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |2

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) small pericardial effusion

Time (US & Canada)

4. Start Date Time;

Date L ocation User Value Reason

Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Oct/8/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) YES

Time (US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason

Oct-28-2020 13:24:45 | ACVOPFEINFPG000 |®@-®® Query 1. Closed Response satisfies
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Not Complete

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

(UTC-05:00) Eastern (b) (4), query

Time (US & Canada) (b) (6)

Oct-27-2020 15:36:16 | ACVOPFEINFP6000 | auto query Query 1. Answered Changed

(UTC-05:00) Eastern (autoquery) Information

Time (US & Canada)

Oct-27-2020 15:36:16 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed

(UTC-05:00) Eastern (6) 2 Information

Time (US & Canada)

Oct-21-2020 12:17:35 | ACVOPFEINFP6000 |(b) Query 1: Opened CLINQUERY -

(UTC-05:00) Eastern 4), Small Pericardial

Time (US & Canada) (b) (6) Effusion is reported
asaGCradel
Toxicity. However,
per CTCAE no
Grade 1 listed for
this event. Please
review and update
toxicity grade as
applicable.

Oct-20-2020 10:41:53 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (6) 1

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (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
Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Not Complete
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada)

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Oct-26-2020 13:51:05 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Oct-26-2020 11:30:46 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-26-2020 11:30:46 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern (6) NOT RELATED
Time (US & Canada) If Not Related to study treatme
nt(s), this event is due to:
OTHER
If Other, specify:

the volunteer has been hav

ing the tachycardia events

in the past
Oct-26-2020 11:10:52 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Clin: Please confirm
(UTC-05:00) Eastern (b) (6) causality as
Time (US & Canada) tachycardiais

considered not
related
Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) RELATED
Time (US & Canada)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
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Header Text: c4591001

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Not Complete
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

FDA-CBER-2021-5683-0807716

Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) RECOVERING/RESOLVING
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Oct-20-2020 10:41:53 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: MEDICATION ERROR - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Category:
Date L ocation User Value Reason
Oct-14-2020 10:37:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
2. Medication Error (Type of Medication Error):
Date L ocation User Value Reason
Oct-14-2020 10:37:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
3. Start Date:
Date L ocation User Value Reason
Oct-14-2020 10:37:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
4. |sthe medication error still ongoing?
Date L ocation User Value Reason
Oct-14-2020 10:37:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
5. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-14-2020 10:37:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
6. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-14-2020 10:37:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR - eCRF Audit Trail History
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada)

7. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Oct-14-2020 10:37:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-14-2020 10:37:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

9. Was this medication error associated with any adverse events?

Date L ocation User Value Reason
Oct-14-2020 10:37:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

10. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Oct-14-2020 10:37:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Oct-14-2020 10:37:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Oct-14-2020 10:37:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Oct-14-2020 10:37:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,

enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., | ngredient(s), route,

use, formulation).

Date L ocation User Value Reason
Oct-14-2020 10:37:42 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
5. Date:
Date L ocation User Value Reason
Oct-14-2020 10:37:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Oct-14-2020 10:38:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Oct-14-2020 10:38:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Oct-14-2020 10:38:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,

enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., | ngredient(s), route,

use, formulation).

Date L ocation User Value Reason
Oct-14-2020 10:38:39 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
5. Dose:
Date L ocation User Value Reason
Oct-14-2020 10:38:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

6. Dose Unit:
Date L ocation User Value Reason
Oct-14-2020 10:38:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
7. Dose Frequency:
Date Location User Value Reason
Oct-14-2020 10:38:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
8. Route:
Date L ocation User Value Reason
Oct-14-2020 10:38:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
9. Start Date:
Date L ocation User Value Reason
Oct-14-2020 10:38:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
10. Ongoing?
Date L ocation User Value Reason
Oct-14-2020 10:38:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
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Header Text: 4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: RADIATION TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Category:
Date L ocation User Value Reason
Oct-14-2020 10:39:00 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
2. What isthe treatment | dentifier?
Date L ocation User Value Reason
Oct-14-2020 10:39:00 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
3. Concomitant Non-drug Treatment Pre-specified:
Date L ocation User Value Reason
Oct-14-2020 10:39:00 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
4. Treatment:
Date L ocation User Value Reason
Oct-14-2020 10:39:00 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
5. Start Date:
Date Location User Value Reason
Oct-14-2020 10:39:00 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
6. Ongoing?
Date L ocation User Value Reason
Oct-14-2020 10:39:00 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: RADIATION TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada)
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Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Header Text: 4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Transfusion Type:

*** Confidential***

Date L ocation User Value Reason
Oct-14-2020 10:39:16 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
2. Date of Transfusion:
Date L ocation User Value Reason
Oct-14-2020 10:39:16 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
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Header Text: ¢4591001

Visit: Potential ReVax Initia Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-07-2021 12:37:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Jan/7/2021
Time (US & Canada)
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Header Text: ¢4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

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

*** Confidential***

Date L ocation User Value Reason
Jan-07-2021 12:38:12 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-07-2021 12:37:55 ACVOPFEINFP6000 | auto query Query 1: Candidate The response
(UTC-05:00) Eastern (autoquery) indicates participant
Time (US & Canada) was unblinded,
however the
TREATMENT
UNBLINDED date
ismissing in the
DISP visit. Please
complete this date.
Jan-07-2021 12:37:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Participant is willing to return fo
Time (US & Canada) r Vaccination 3
Participant is:
eligible per local/national rec
ommendations and confirmed
to have received only placebo
a Vaccination 1/2
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-07-2021 12:38:56 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Jan/7/2021
Time (US & Canada)
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Header Text: ¢4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

(UTC-05:00) Eastern
Time (US & Canada)

(6) OBTAINED
Date Written Consent Obtained

Jan/7/2021

1. Consent Was.
Date L ocation User Value Reason
Jan-07-2021 12:39:07 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
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Header Text: ¢4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Jan-07-2021 12:39:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Jan/7/2021
Time (US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Jan-07-2021 12:39:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | REPEAT SCREENING 1
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Jan-07-2021 12:39:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) COMPLETED
Time (US & Canada)
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Header Text: ¢4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:23

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason

Jan-07-2021 12:40:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

2. Lab Sub-Pandl:

Date L ocation User Value Reason

Jan-07-2021 12:40:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

3. Collection Date:

Date L ocation User Value Reason

Jan-07-2021 12:40:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Jan-07-2021 12:40:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

5. Specimen Type:

Date L ocation User Value Reason

Jan-07-2021 12:40:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Not Applicable

Time (US & Canada)

6.a

Date L ocation User Value Reason
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:23

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Jan-07-2021 12:40:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sponsor-Defined 1d Not Applic
Time (US & Canada) entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
6.a Sponsor |D:
Date L ocation User Value Reason
Jan-07-2021 12:40:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Jan-07-2021 12:40:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
6.a Result:
Date L ocation User Value Reason
Jan-07-2021 12:40:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
6.a Not Done:
Date L ocation User Value Reason
Jan-07-2021 12:40:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
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Header Text: ¢4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Jan-07-2021 12:40:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Jan-07-2021 12:40:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Jan-07-2021 12:40:58 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-07-2021 12:40:38 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Jan-07-2021 12:40:38 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada) Date of Collection:
Jan/7/2021
5a
Date L ocation User Value Reason
Jan-07-2021 12:40:58 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample | D: BMOCOP
Time (US & Canada)
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Header Text: c4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

5.a SampleID
Date L ocation User Value Reason
Jan-07-2021 12:40:58 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) BMOCOP
Time (US & Canada)
5b
Date Location User Value Reason
Jan-07-2021 12:42:57 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample |D: BNWATR
Time (US & Canada)
5.b Sample ID
Date L ocation User Value Reason
Jan-07-2021 12:42:57 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) BNWA4TR
Time (US & Canada)
5.c
Date L ocation User Value Reason
Jan-07-2021 12:43:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample |D: BNWATP
Time (US & Canada)
5.c Sample 1D
Date L ocation User Value Reason
Jan-07-2021 12:43:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) BNWA4TP
Time (US & Canada)
5d
Date L ocation User Value Reason
Jan-07-2021 12:43:14 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample | D: BNWA4TN
Time (US & Canada)
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Header Text: c4591001
Visit: V101_VAX3

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

5.d Sample D
Date L ocation User Value Reason
Jan-07-2021 12:43:14 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (6) BNWATN
Time (US & Canada)
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Header Text: ¢4591001

Visit: V101_VAX3

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Jan-07-2021 12:41:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Jan-07-2021 12:41:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Jan-07-2021 12:41:55 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-07-2021 12:41:11 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Jan-07-2021 12:41:11 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada) Date of Collection:
Jan/7/2021
5a
Date L ocation User Value Reason
Jan-07-2021 12:41:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample | D: BMOCOM
Time (US & Canada)
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Header Text: c4591001
Visit: V101_VAX3

Site No: 1145
Subject No: 11451056
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: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

5.a SampleID
Date L ocation User Value Reason
Jan-07-2021 12:41:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-05:00) Eastern (6) BM9COM
Time (US & Canada)
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Header Text: ¢4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BNT162b2
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Jan/7/2021 11:32
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) LEFT
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30.0

Time (US & Canada)

9. Unit:

Date Location User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30 MINUTES

Time (US & Canada)

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date L ocation User Value Reason
Jan-07-2021 12:41:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada)
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Header Text: ¢4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Frozen, Verified

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-07-2021 12:38:12 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) Jan/7/2021

Time (US & Canada)

2. Primary Reason for Unblinding:

090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Date L ocation User Value Reason
Jan-07-202112:38:12 | ACVOPFEINFPS000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) ASSESSELIGIBILITY FORAD
Time (US & Canada) DITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Withdrawal of Consent Date :
Date L ocation User Value Reason
Jan-07-2021 12:38:22 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
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Header Text: ¢4591001

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

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: DEATH DETAILS CODED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Collection / Notification of Death:

Date L ocation User Value Reason
Jan-07-2021 12:38:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Visit
Date L ocation User Value Reason
Jan-28-2021 12:29:03 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Jan/28/2021
Time (US & Canada)
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Header Text: ¢4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Lab Pand:

Date L ocation User Value Reason

Jan-28-2021 12:30:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | URINALYSIS

Time (US & Canada)

2. Lab Sub-Panel:

Date L ocation User Value Reason

Jan-28-2021 12:30:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | PREGNANCY

Time (US & Canada)

3. Collection Date:

Date L ocation User Value Reason

Jan-28-2021 12:30:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern (6) Jan/28/2021

Time (US & Canada)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Jan-28-2021 12:30:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | STUDY SITE

Time (US & Canada)

5. Specimen Type:

Date L ocation User Value Reason

Jan-28-2021 12:30:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | URINE

Time (US & Canada)

6.a

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V102 VAX4

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trall
History

Form Version: 10-Dec-2020 02:23

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

Jan-28-2021 12:30:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defin 113
Time (US & Canada) ed | dentifier:

Test:: Choriogonadotro

pin Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor ID:
Date L ocation User Value Reason
Jan-28-2021 12:30:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Jan-28-2021 12:30:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Choriogonadotropin Beta PX113
Time (US & Canada)
6.a Result:
Date L ocation User Value Reason
Jan-28-2021 12:30:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NEGATIVE
Time (US & Canada)
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Header Text: ¢4591001

Visit: V102_VAX4

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1145

Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Jan-28-2021 12:30:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Jan-28-2021 12:30:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Jan-28-2021 16:03:15 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-28-2021 12:30:14 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Jan-28-2021 12:30:14 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada) Date of Collection:
Jan/28/2021
5a
Date L ocation User Value Reason
Jan-28-2021 16:03:15 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sample |D: BM9C35
Time (US & Canada)
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Header Text: c4591001
Visit: V102 VAX4

Site No: 1145
Subject No: 11451056
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: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

5.a SampleID
Date L ocation User Value Reason
Jan-28-2021 16:03:15 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initia Entry
(UTC-05:00) Eastern (6) BMOC35
Time (US & Canada)
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Header Text: ¢4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

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

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BNT162b2
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Jan/28/2021 10:21
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) LEFT
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30.0

Time (US & Canada)

9. Unit:

Date Location User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30 MINUTES

Time (US & Canada)

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date L ocation User Value Reason
Jan-28-2021 12:30:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada)

Page 315 of 321

*** Confidential***

FDA-CBER-2021-5683-0807748




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: ¢4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen, Verified

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451056 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Visit

Date L ocation User

Value

Reason

Feb-26-2021 13:31:55 | ACVOPFEINFP6000 |(b) (4), (b)
(UTC-05:00) Eastern (6)
Time (US & Canada)

Query 1: Closed

data updated

Feb-26-2021 10:19:02 | ACVOPFEINFPE000 | (b) (4), (b)
(UTC-05:00) Eastern (6)
Time (US & Canada)

Query 1: Answered

completed, thanks

Feb-26-2021 06:50:05 | ACVOPFEINFPG000 |(b) (4), (b)
(UTC-05:00) Eastern (6)
Time (US & Canada)

Query 1: Opened

DM: Patient
completed
Vaccination 3 visit
through the
1-month post
vaccination visit
after the
Vaccination 4.
Please complete
treatment
disposition CRF
and update date of
EOT2 to match
date of visit at visit
103.

Feb-25-2021 12:24:35 ACVOPFEINFP6000 |(b)
(UTC-05:00) Eastern 4),
Time (US & Canada) (b) (6)

Data Entry:
Feb/25/2021

Initial Entry

Page 316 of 321

*** Confidential***
FDA-CBER-2021-5683-0807749




090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: CONTACT OUTCOME - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Contact Type:

(UTC-05:00) Eastern
Time (US & Canada)

Date L ocation User Value Reason
Feb-25-2021 12:24:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | TELEPHONE VISIT

2. Was contact made?

*** Confidential***

Date L ocation User Value Reason
Feb-25-2021 12:24:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6) Date of Contact:
Feb/25/2021
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Header Text: ¢4591001

Visit: FURTHER_VACCINATION_EOT -

Unscheduled

Form Version: 20-Feb-2021 02:26

Site No: 1145
Subject No: 11451056
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value |Reason

Mar-01-2021 | ACVOPFEINFP6000 (b) Query | Response satisfies

13:57:58 4, 1: Clo | query

(UTC-05:00) (b) (6) sed

Eastern Time

(Us&

Canada)

Mar-01-2021 | ACVOPFEINFPE000 (b) (4), (b) Query |visit 103 was on the

08:52:58 (6) 1. An | 02/25/21

(UTC-05:00) swere

Eastern Time d

(Us&

Canada)

Feb-26-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7479938;Status

21:00:17 (b) (4) 1: Op | on the Disposition -

(UTC-05:00) ened | Treatment formis

Eastern Time COMPLETED, but

(Us& Dateis different than

Canada) Visit 3 Date. Please
review and update as
appropriate.

Feb-26-2021 | ACVOPFEINFPE000 (b) (4), (b) Data | Initial Entry

10:18:42 (6) Entry

(UTC-05:00) N

Eastern Time Feb/2

(Us& 5/202

Canada) 1

2. Phase of Disposition:

Date L ocation User Value Reason

Feb-26-2021 10:18:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | OPEN LABEL TREATMENT

Time (US & Canada)

3. Status:
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090177e196ae2fe7\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date L ocation User Value Reason
Feb-26-2021 10:18:42 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) COMPLETED
Time (US & Canada)
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Subject Status

Date L ocation User Value Reason
Oct-26-2020 09:44:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | FOLLOW-UP
Time (US & Canada)
Aug-28-2020 17:25:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Aug-28-2020 13:39:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Oct-26-2020 09:44:56 ACVOPFEINFPE6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Oct/20/2020
Time (US & Canada)
Aug-28-2020 17:25:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/28/2020
Time (US & Canada)
Aug-28-2020 13:39:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/28/2020
Time (US & Canada)
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Header Text: c4591001

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

Site No: 1145

Subject No: 11451056

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-29-2020 21:39:28 ACVOPFEINFPG000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Talaat Click Hereto Enable
Time (US & Canada) (b) (4)
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