090177e196ae2fed\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: 11451063 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 - Protocol | 24 JUL 2020
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: 11451063

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/31/2020

Page 2 of 489
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Header Text: c4591001

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

Subject No: 11451063
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 [11451063]
2. | Birth Date: (b) (6)/1985
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racia Designation:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451063
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. | Date of Visit Aug/31/2020
2. | Erroneous Visit
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Site

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 30-Jul-2020 21:29

No: 1145

Subject No: 11451063
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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

Inclusion Criteria Not Met

*** Confidential***

1 Description of Inclusion Criterion Not Applicable
Not Met
Exclusion CriteriaMet
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 489
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063

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 Completion/Discontinuation | Aug/31/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063

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

eCRF Audit Trail History

Medical History Details

lall| ine/MH Number:

(1]

Disease/Syndrome/Surgery [Seasonal alergies)
/Non-Drug Allergies/Drug Allergies:
Start Date: UNK/UNK/2017
Ongoing: YES

1b || Ling/MH Number: [2]

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

[c-section delivery]

Start Date: Jan/10/2018
Ongoing: NO
End Date:
Jan/10/2018
1¢ || Line/MH Number: [3]
Disease/Syndrome/Surgery [Wisdom teeth removal]
/Non-Drug Allergies/Drug Allergies:
Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2003
Ld || Line/MH Number: [4]

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

[Hypothyroidism, controlled]

Start Date: UNK/UNK/2017
Ongoing: YES
1e || LineMH Number: [5]

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

[Depression, controlled]

Start Date:

UNK/UNK/2016

Ongoing:

YES

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS - BASELINE

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: 11451063 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/31/2020
2. | Weight: [146.0]
3. | Unit: LB
4. | Height: [68.0]
5. | Unit: in
6. | Body Mass Index: [22.2]

Vital Signs Details

72| Record Identifier: 1
Temperature: [98.8]
Unit: F
Temperature L ocation: FOREHEAD

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063

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

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. | Lab Pandl: URINALYSIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Aug/31/2020
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:
Page 9 of 489
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063

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

Disposition
1. | Randomization Date: Aug/31/2020
2. | Randomization Number: [72416]
3. | Randomization Group: []
Page 10 of 489
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063

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/31/2020
4. | If no sample was collected or sample | [4.0ml, 1.8ml and 1.4ml collected in retained aliquots|
was not collected according to
protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

*** Confidential***

Sa ‘SampleID ‘[BPlKCO]

5b ‘SampleID ’[BPJlQK]

5¢ ‘SampIeID ‘[BPJ19L]

5d ‘SampIeID ’[BPJlQM]
Page 11 of 489
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063

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

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/31/2020
4, | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BP1KCG]
Page 12 of 489

*** Confidential***
FDA-CBER-2021-5683-0808020




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063

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

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/31/2020 14:52
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |Actua Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at |east YES
the protocol specified observation
period after investigational product
administration?
Page 13 of 489
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063
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

Page 14 of 489
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 11451063

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

Form Comments
eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Nov/24/2020 Comments
2. | Erroneous Visit Comments
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1145

Subject No: 11451063
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

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

Vital Signs
1. | Date: Nov/24/2020
Vital Signs Details
2.2 || Record Identifier: 1
Temperature: [98.2]
Unit: F
Temperature L ocation: FOREHEAD
Page 16 of 489
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 11451063

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

*** Confidential***

Lab Urinalysis
1. | Lab Pandl: URINALYSIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Nov/24/2020
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:
Page 17 of 489
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 11451063

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:
Nov/24/2020
4, | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa ‘SampleID ’[BRDGMS]
S ‘ Sample 1D ’ [BRDEMS]
Page 18 of 489
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Header Text: c4591001

Visit: V2 VAX2 L

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

Subject No: 11451063

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

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Nov/24/2020 09:59
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |Actua Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at |east YES
the protocol specified observation
period after investigational product
administration?
Page 19 of 489

FDA-CBER-2021-5683-0808027




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451063

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
Page 20 of 489
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451063

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? YES
Date of Collection:
Jan/7/2021
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa ‘SampleID ‘[BNW4VB]
5b ‘ Sample 1D ’ [BNWA4V9]
5¢ ‘ Sample ID ‘ [BNW4V]
5d ‘SampIeID ’[BMQCOK]
Page 21 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET

Oct/02/2020

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

Subject No: 11451063

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

Date of Visit
1. | Date of Visit Oct/2/2020
2. | Erroneous Visit
COVID-19 IllIness Visit
3. | COVID-19 lliness Visit: COVID_A
Page 22 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

Form Version: 15-Sep-2020 21:55
Site No: 1145

Subject No: 11451063

Generated By: (b) (4)

Form Status: Data Complete

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: -

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

eCRF Audit Trail History

Signs and Symptoms

1. | Date of Assessment: Oct/2/2020
2. | Date of First Symptom Started: Oct/2/2020
3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Oct/6/2020

Symptoms

44 || symptoms: FEVER
Was symptom present? NO

4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO

4d Symptoms: CHILLS
Was symptom present? NO

4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO

4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO

49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES

: mptoms:

4h DIARRHEA

Was symptom present? NO
i mptoms:

4 VOMITING

Was symptom present? NO

Symptoms - Other

5a || symptoms - Other Text:

[new or increased nasal congestion]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11451063
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 qf Co | Specimen Typ | Specimen C_ollectl Assay Code and Description Device Type Form Instan
Ilection e on Location ce
1. | Oct/2/2020 | SWABBED M | NASOPHARYNX | SEVERE ACUTE RESP SYNDRO | SARS-COV-2 DIAG Repeating
ATERIAL ME CORONAVIRUS 2 NOSTIC TEST Pages
Page 24 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen

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

1. | Actual Date of Collection: Oct/2/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
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: NEGATIVE
8. | Comments/Findings/Details: []
9. | Trade Name Other, Specify: [JHH SOFT LABS CLIA-certified lab]
Page 25 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Oct/02/2020

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

Subject No: 11451063
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_SELF
3. | Sample Collected? YES
Date of Collection:
Oct/4/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [RW84850]
Page 26 of 489
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Header Text: c4591001

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

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
Sample Type NASAL_SWAB
NO

2
3. | Sample Collected?
4

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

[self nasal swab was collected by volunteer]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

*** Confidential***
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Header Text: c4591001

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

Oct/02/2020

Form Version: 15-Sep-2020 21:53
Site No: 1145

Subject No: 11451063
Generated By: (b) (4)

Form Status. Data Complete, Frozen

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

La || physician or Healthcare 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
1d || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts: YES
Number of Visits or Contacts:
[1]
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts: NO
if 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 due | NO
to potential COVID-19 illness?
Page 28 of 489
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Header Text: c4591001
Visit: POT_COVID_ILL 1

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

Subject No: 11451063
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

Treatment | dentifi

Con Non-Drug Treatments Pre-speci

*** Confidential***

# . Treatment Treatment Start Date | Form Instance
er fied
1. | Not Applicable Not Applicable Not Applicabl | Not Applicabl | Not Applicabl | Repeating Pages
e e e
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FDA-CBER-2021-5683-0808037




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: RESPIRATORY TREATMENT
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

1. [ What isthe treatment Identifier? Not Applicable Comments
[]

2. | Concomitant Non-drug Treatment Not Applicable Comments

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Trestment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
I

6. | Ongoing? Not Applicable Comments

Page 30 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen

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 | NO
COVID-19 IlIness?

3. | Toxicity Grade: 1

Page 31 of 489
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55

Site No: 1145
Subject No: 11451063
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

# | Category of Clinical Event: | Subcategory of Clinical Event | Diagnosis Obtained | Toxicity Grade | Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Repeating Pages
Page 32 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status: Data Complete, Frozen

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

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments
2. | Subcategory of Clinical Event: Not Applicable Comments
3. | Wasadiagnosis obtained? Not Applicable Comments
4. | Toxicity Grade: Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:49

Site No: 1145
Subject No: 11451063
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

# Category for Lab | Vendor Na CoIIectl-on D | Specimen T L ab Result Form I nstance
Test me ate: ype
1. | Not Done Not Done | Not Done Not Done Sponsor-Defined I de et | Resilt: Repeating
ntifier ' ' Peges
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen

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

Lab Chemistry Details

1. | Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[
3. | Collection Date: Not Done Comments
1
4. | Specimen Type: Not Done Comments
Lab Result
Sa Sponsor ID: Not Done Comments
[]
Test: C Reactive Protein_PX329
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[1
High
[1
Unit
Page 35 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Oct/02/2020

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
5b Sponsor ID: Not Done Comments
[]
Test: Alanine Aminotransferase_PX30
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
5 || sponsor ID: Not Done Comments
[]
Test: Aspartate Aminotransferase_PX28
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 36 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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***

5d Sponsor ID: Not Done Comments

[

Test: Alkaline Phosphatase PX35

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

5€ || sponsor ID: Not Done Comments

[

Test: Bilirubin_PX21

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

Form Version: 21-Aug-2020 02:49

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

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

5f

Sponsor ID: Not Done Comments
[
Test: Blood Urea Nitrogen_PX47
Result: Not Done Comments
[
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[
Unit
59 || sponsor ID: Not Done Comments
[
Test: Creatinine_PX48
Result: Not Done Comments
[
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[
Unit
Page 38 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11451063

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 La | Vendor Name (DE | Collection | Specimen Form Instanc
# b Test RIVED) Date: Type Lab Result e
1. | Not Done Not Done Not Done Not Done Sponsor -Defined | Repesating
. Test: | Result: Pages
dentifier
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
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Header Text: c4591001

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

Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Laboratory Data Hematology

1. | Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[
3. | Collection Date: Not Done Comments
1
4. | Specimen Type: Not Done Comments
Lab Result
Sa Sponsor ID: Not Done Comments
[]
Test: Hemoglobin_PX1
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[1
High
[1
Unit
Page 40 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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***

5b Sponsor ID: Not Done Comments

[

Test: Hematocrit_PX2

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

5 || sponsor ID: Not Done Comments

[

Test: Erythrocytes PX3

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

Page 41 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/02/2020

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
5d Sponsor ID: Not Done Comments
[]
Test: Platelets PX5
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
5€ || sponsor ID: Not Done Comments
[]
Test: Leukocytes PX7
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 42 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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***

S5f Sponsor ID: Not Done Comments

[

Test: Neutrophils_PX608

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

59 || sponsor ID: Not Done Comments

[

Test: Eosinophils_PX609

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/02/2020

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
5h Sponsor ID: Not Done Comments
[]
Test: Monocytes PX612
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
5i Sponsor ID: Not Done Comments
[]
Test: Basophils_PX610
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

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

5

Sponsor ID: Not Done Comments
[
Test: Lymphocytes PX611
Result: Not Done Comments
[
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

# Date: Vital Signs Details Form Instance
1. |Not Done Record | dentifier: Systolic: Diastolic: Repeating Pages
Not Done Not Done Not Done
Page 46 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - COVID

Form Status: Data Complete, Frozen

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

Vital Signs
1. | Date: Not Done Comments
I
Vital Signs Details
2.a || Record Identifier: Not Done
1
Systolic: Not Done Comments
[
Diastalic: Not Done Comments
[
Respiratory Ratein Not Done Comments
respirations/minute:
[
Heart Rate in beatsminute: Not Done Comments
[
Page 47 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Subject No: 11451063
Generated By: (b) (4)

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

# Date: Vital Signs Details Form Instance
1. |NotDone Record I dentifier: Oxygen Saturation Repeating Pages
Not Done Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Data Complete, Frozen

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

Vital Signs
1. | Date: Not Done Comments
1

Vital Signs Details

2.2 || Record Identifier: Not Done
1

SPO2 Pulse Oximetry % Not Done Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

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. | Not Applicable Not Applicable Not Applicable Repeating Pages
Page 50 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

Form Status: Data Complete, Frozen

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

Oxygenation Parameters

1. | Date Time of Assessment: Not Applicable Comments
1

2. | Arteria Blood Gases PaO2 (mmHg): | Not Applicable Comments
[]

3. | FiO2 (Fraction of Inhaled Oxygen): Not Applicable Comments

[]
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Header Text: c4591001

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Form Version: 06-Jul-2020 21:55
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Sponsor-Defined Ide | Category for Medi | Concomitant M edications Pre | Name of Medic Form Instanc
# . . o . Start Date
ntifier cation -specified ation e
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Not Applica Repeating
ble Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

*** Confidential***

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. | Start Date: Not Applicable Comments
I
6. | Ongoing? Not Applicable Comments
Page 53 of 489
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1145

Subject No: 11451063
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 Method Overall Assessment Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: IMAGING
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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***

Imaging
1. | Date of Assessment: Not Applicable Comments
I
2. | Location of Assessment: Not Applicable Comments
3. | Type of Imaging Exam: Not Applicable Comments
4. | Assessment: Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: DATE OF VISIT - ILLNESS ONSET

Oct/29/2020

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

Subject No: 11451063

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

Date of Visit
1. | Date of Visit Oct/29/2020
2. | Erroneous Visit
COVID-19 IllIness Visit
3. | COVID-19 lliness Visit: CovID_B
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: -

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

eCRF Audit Trail History

Signs and Symptoms

1. | Date of Assessment: Oct/29/2020
2. | Date of First Symptom Started: Oct/27/2020
3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Nov/8/2020

Symptoms

44 || symptoms: FEVER
Was symptom present? NO

4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO

4d Symptoms: CHILLS
Was symptom present? NO

4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO

4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO

49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES

40 || symptoms: DIARRHEA
Was symptom present? NO

4 || symptoms: VOMITING
Was symptom present? NO

Symptoms - Other

5a || symptoms - Other Text:

[new or increased sputum production]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

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

5b ‘ Symptoms - Other Text: ‘ [new or increased nasal congestion]
5. ‘ Symptoms - Other Text: ’ [new or increased nasal discharge]
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Header Text: c4591001

Visit: POT_COVID_ILL 2

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

Subject No: 11451063
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

*** Confidential***

# Date qf Co | Specimen Typ | Specimen C_ollectl Assay Code and Description Device Type Form Instan
Ilection e on Location ce
1. | Oct/29/202 | SWABBED M | NASOPHARYNX | SEVERE ACUTE RESP SYNDRO | SARS-COV-2 DIAG Repeating
0 ATERIAL ME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Status: Data 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

Microbiology Specimen

1. | Actual Date of Collection: Oct/29/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ABBOTT MOLECULAR REALTIME SARS-COV-2 ASSAY
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: []
9. | Trade Name Other, Specify: [1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Oct/29/2020

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

Subject No: 11451063
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:
Oct/30/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [CV48014]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Oct/29/2020

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

Subject No: 11451063
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 sample | [self swab was collected by patient]
was not collected according to
protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.

Sample ID
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete

Form: HEALTH CARE UTILIZATION

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

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts:

NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

lc

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

[]

Health Care Utilization

3.

Has the subject been hospitalized due

to potential COVID-19 illness?

NO

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2

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

Subject No: 11451063
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

Treatment | dentifi

Con Non-Drug Treatments Pre-speci

# . Treatment Treatment Start Date | Form Instance
er fied
1. | Not Applicable Not Applicable Not Applicabl | Not Applicabl | Not Applicabl | Repeating Pages
e e e
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: RESPIRATORY TREATMENT
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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 Identifier? Not Applicable Comments
[]

2. | Concomitant Non-drug Treatment Not Applicable Comments

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Trestment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
I

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: ILLNESS DETAILS

Form Status: Data Complete

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 | NO
COVID-19 IlIness?

3. | Toxicity Grade: 2
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Header Text: c4591001

Visit: POT_COVID_ILL 2

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

Subject No: 11451063
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

# | Category of Clinical Event:

Subcategory of Clinical Event | Diagnosis Obtained | Toxicity Grade | Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: ILLNESS DETAILS - SEVERE
Oct/29/2020

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

Subject No: 11451063
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

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

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***

# Category for Lab | Vendor Na Collectllon Da | Specimen Ty L ab Result Form I nstance
Test me te: pe
L Sponsor-Defined Ident | Test | Resul Repeating
ifier : t: Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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:

I/

MlwdN P

Specimen Type:

Lab Result

5. Sponsor ID:

Test:

Result:

Not Done:

LNMT

Low

[]
High

Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2

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

Subject No: 11451063

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 La | Vendor Name (DER | Collection D | Specimen T Form Instanc
# b Test IVED) ate: ype Lab Result e
L Sponsor-Defined Id | Tes | Resul Repeating
entifier t |t Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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:

I/

MlwdN P

Specimen Type:

Lab Result

5. Sponsor ID:

Test:

Result:

Not Done:

LNMT

Low

[]
High

Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1145
Subject No: 11451063
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: Systolic: Diastolic: Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - COVID

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: 1

Vital Signs Details

2. || Record Identifier:
Systolic: [
Diastolic: [1
Respiratory Ratein []
respirations/minute;
Heart Rate in beatsminute: [1
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1145
Subject No: 11451063
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 Identifier: Oxygen Saturation Repeating Peges
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

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: 1

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry % [1
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Header Text: c4591001

Visit: POT_COVID_ILL 2

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

Subject No: 11451063
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

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 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

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: 1

2. | Arterial Blood Gases PaO2 (mmHg):

—
[—

3. | FiO2 (Fraction of Inhaled Oxygen):

—
[—
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:55
Site No: 1145

Subject No: 11451063
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 Ide | Category for Medic | Concomitant Medications Pre-s | Name of Medica | Start Da
# . . e . Form Instance
ntifier ation pecified tion te
1 Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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 name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[]

Start Date:

I

Ongoing?
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: IMAGING

Form Version: 06-Jul-2020 21:53

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

*** Confidential***

# Date of Assessment L ocation of Assessment Imaging Method Overall Assessment Form Instance
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: IMAGING

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

1

Date of Assessment:

I

Location of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:
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Header Text: c4591001

on Nov/04/2020

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

Subject No: 11451063

Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT

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 Nov/4/2020

2. | Erroneous Visit

COVID-19 IllIness Visit

3. | COVID-19 lliness Visit: COVID_A1l
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
on Nov/04/2020

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

Subject No: 11451063

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 SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/4/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa ISampIeID |[BP1|_D4]
5b ‘ Sample ID ’ [BNWAWX]
5¢ ‘ Sample ID ‘ [BNWAWY]
5d ‘ Sample ID ’ [BNW4WZ]
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Header Text: c4591001

on Dec/03/2020

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

Subject No: 11451063

Generated By: (b) (4)

Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT

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. | Date of Visit Dec/3/2020
2. | Erroneous Visit
COVID-19 IllIness Visit
3. | COVID-19 lliness Visit: COVID_B1
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
on Dec/03/2020

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

Subject No: 11451063

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 SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/3/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa | Sample ID | [BNW4VV]
5b ‘SampleID ’[BRD6M8]
5¢ ‘SampIeID ‘[BNW4VW]
5d ‘ Sample ID ’ [BNWA4VX]
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Header Text: c4591001
Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02

Site No: 1145

Subject No: 11451063
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. | Dateof Visit 1
2. | Erroneous Visit

*** Confidential***

Page 87 of 489

FDA-CBER-2021-5683-0808095




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

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

Site No: 1145

Subject No: 11451063

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: 10-Dec-2020 02:29
Site No: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: DISPOSITION - 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

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Jan/7/2021
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

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

Subject No: 11451063

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
/Desth :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Header Text: c4591001

Unscheduled Visit

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New

Form Version: 10-Oct-2020 15:57

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. | Dateof Visit

I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swabh:

*** 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: 11451063
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.

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aiquot.

5.

Sample ID []
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Header Text: c4591001
Visit: Logs

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

Subject No: 11451063
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

*** Confidential***

# Category AE Isrem'f' Adver se Event Start Date IStheAdverS;Egem Siill Ong Form Instance
1. |ADVERSEEVE |1 Paresthesias of Sk | Sep/21/2020 UNK:U | NO Repeating
NT in NK End Date Time: Pages
Sep/28/2020 UNK:UNK
2. |ADVERSEEVE |2 disc herniation Sep/14/2020 UNK:U | YES Repeating
NT NK Pages
3. |ADVERSEEVE |3 dizziness Sep/24/2020 UNK:U [ NO Repeating
NT NK End Date Time: Pages
Sep/25/2020 UNK:UNK
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

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

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Paresthesias of Skin]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/21/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/28/2020 UNK:UNK
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
g;:'f?ga:??;ag: ﬁ?;ﬁ:cazefajts;em or 3:;1 Sthi S serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may L . . . L
jeopardize subject and may require (I:j)ils(itt)liwllis s;ia:]lousai\i/te'lt result in persistent or significant
medical/surgical intervention to NO ty/incapacity*
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. |Isthisadverse event theresult of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study treatment: | NOT RELATED Comments
If Not Related to study treatment(s), this event is due to:
CONCOMITANT DRUG TREATMENT
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

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

*** Confidential***

12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020373981]
Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data 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

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(2]

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

[disc herniation]

Start Date Time:

Sep/14/2020 UNK:UNK

Isthe adverse event still ongoing?

YES

Toxicity Grade:

2

N|jo|o| &

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study treatment:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Disc Herniation at L5-S1]

10.

Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11

Was a Concomitant Medication given?

YES

12.

Was a Non-Drug Treatment given?

NO

13.

What was the outcome of this adverse
event?:

RECOVERING/RESOLVING
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

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

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

*** Confidential***

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | []
Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

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

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: (3]
3. | Adverse Event: [dizziness]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/24/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/25/2020 UNK:UNK
6. | Toxicity Grade: 2
7. |Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. |Isthisadverse event theresult of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
CONCOMITANT DRUG TREATMENT
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?.
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

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

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

*** Confidential***

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | []
Pfizer Use Only
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Header Text: c4591001
Visit: Logs
Form Version: 17-Jul-2020 21:54
Site No: 1145
Subject No: 11451063
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

#| category Medication Er Start Date Isthe medlcatlgn error Still O | Study Medlcgtlon Errors Form | nstance
ror ngoing Action
1. | Not Applica | Not Applicable | Not Applica | Not Applicable Not Applicable Repesating
ble ble Pages
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
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: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Form Comments
eCRF Audit Trail History
Medication Error
1. | Category: Not Applicable Comments
2. | Medication Error (Type of Medication | Not Applicable Comments
Error):
[]
3. | Start Date: Not Applicable Comments
I
4. | Isthe medication error still ongoing? | Not Applicable Comments
5. | Latest Action Taken with Study Not Applicable Comments
Treatment:
6. | Was aConcomitant Medication given? | Not Applicable Comments
7. | Was aNon-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 associated | Not Applicable Comments
with any adverse events?
10. | Serious Adverse Event Number: For Not Applicable Comments
Pfizer Use Only
[]
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

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

Subject No: 11451063 Subject Initials: ---

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

# Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medic | Start D | Form Instanc
dentifier dication Pre-specified ation ate e
1. DELETED Repeating
Pages

2. DELETED |2 VACCINATIONS |NO no conmev vax i Repeating

sgiven Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
Form Status: Incomplete, Data Complete, Deleted, 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

Concomitant Medications

1.

What is the medication identifier?

[]

Comments

2.

Category:

Comments

Concomitant Medications
Pre-specified:

Comments

Medication:

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

[]

Comments

Date:

I

Comments

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
Form Status: Incomplete, Data Complete, Deleted, 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

Concomitant Medications

1.

What is the medication identifier?

[2] Comments

2.

Category:

VACCINATIONS Comments

Concomitant Medications
Pre-specified:

NO 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).

[po-conmevvaxisgiven) Comments

Date:

1 Comments
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1145

Subject No: 11451063
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 M | Concomitant Medication | Name of Med | Dose Descripti | Form Instanc
Identifier edication s Pre-specified ication on e
1. DELETED |1 CORTICOSTER |NO Methylpredni | 24 mg to 4 mg Repeating
OIDS solone tapering Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Data Complete, Deleted, 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
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1. | What isthe medication identifier? [4]
2. | Category: CORHCOSTEROIDS
3. | Concomitant Medications NO
Pre-specified:
4, | Medication: [Methylprednisclone]
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: [24-mgto4-mgtapering)]
6. | Dose Unit: mg
7. | Dose Freguency: QD
8. | Route: ORAL
9. | Start Date: Sep/19/2020
10. | Ongoing? NO
Endbate:
Sepl24/2020
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Header Text: c4591001

Visit: Logs

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

Subject No: 11451063

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 | Treatment Identifier

Con Non-Drug Treatments Pre-specified | Treatment | Start Date | Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063
Generated By: (b) (4)

Form: RADIATION TREATMENT
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

Radiation Treatment

1. | Category:

2. | What isthe treatment |dentifier? []

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

4. | Treatment: [1

5. | Start Date: I

6. | Ongoing?
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Visit: Logs

Site No: 1145

Header Text: c4591001

Form Version: 22-Apr-2020 21:03

Subject No: 11451063
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

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: TRANSFUSIONS

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

1.

Transfusion Type:

2.

Date of Transfusion:

I
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Header Text: c4591001

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

Site No: 1145

Subject No: 11451063

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. | Dateof Visit 1

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1145

Subject No: 11451063

Generated By: (b) (4)

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:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature L ocation:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14

Site No: 1145

Subject No: 11451063

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 Pand:

Lab Sub-Panel:

I

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

[]

5. | Specimen Type:

Lab Result

6. Sponsor ID: [1
Test:
Result:
Not Done:

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled

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

Subject No: 11451063

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. | Wasthere atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

Ol | N o] WD

Unit:

=
©

Timeframe Subject Was Observed

[Eny
=

Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

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

Site No: 1145

Subject No: 11451063

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:

[]

*** Confidential***
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Header Text: c4591001

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

Site No: 1145

Subject No: 11451063

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:

[]

Page 116 of 489

*** Confidential***
FDA-CBER-2021-5683-0808124




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451063
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

*** Confidential***

Date of Visit
1. | Dateof Visit Jan/14/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION

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

Subject No: 11451063

Generated By: (b) (4)

Form Status: Data Complete, Frozen

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
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Header Text: c4591001

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

Subject No: 11451063

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/14/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

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

Subject No: 11451063

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

I

Comments
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

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: 11451063 Subject Initials: ---

Generated By: (b) (4) 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:

I

Cause of Death

2. || cause of Death Status: Not Applicable
Cause of Death: Not Applicable
[]
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451063
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/21/2021
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: 11451063

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/21/2021

*** Confidential***
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Header Text: c4591001
Visit: V101 VAX3
Form Version: 10-Dec-2020 02:30

Site

No: 1145

Subject No: 11451063
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 CriteriaMet
2. Description of Exclusion Criterion | Not Applicable
Met
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Header Text: c4591001

Visit: V101 VAX3

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

Subject No: 11451063

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

*** Confidential***

1. | Date of Completion/Discontinuation | Jan/21/2021
/Death :
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: 14-Jan-2021 02:21
Site No: 1145

Subject No: 11451063
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 Pandl: URINALYSIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Jan/21/2021
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: V101 _VAX3

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

Subject No: 11451063

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/21/2021
4, | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample 1D [BM9C26]
5b ‘SampleID ’[BNVLll]
5¢ ‘SampIeID ’[BNVL12]
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Header Text: c4591001

Visit: V101 _VAX3

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

Subject No: 11451063

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/21/2021
4, | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BMOC1W]
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Header Text: c4591001

Visit: V101 VAX3

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

Subject No: 11451063

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

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Jan/21/2021 10:42
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 |east YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001
Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451063
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. | Date of Visit Feb/11/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 14-Jan-2021 02:21
Site No: 1145

Subject No: 11451063
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

*** Confidential***

Lab Urinalysis
1. | Lab Pandl: URINALYSIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Feb/11/2021
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: 11451063

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:
Feb/11/2021
4, | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BMOCA48]
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Header Text: c4591001

Visit: V102_VAX4

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

Subject No: 11451063

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

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/11/2021 13:41
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 |east YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001
Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: DATE OF VISIT

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

Date of Visit
1. | Dateof Visit Mar/11/2021
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: 11451063

Generated By: (b) (4)

Form: CONTACT OUTCOME

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

Contact Outcome

1. | Contact Type:

TELEPHONE VISIT

*** Confidential***

2. | Was contact made? YES
Date of Contact:
Mar/11/2021

3. | Comments: [1
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Header Text: c4591001

Visit: V104 MONTH6

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

Subject No: 11451063

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. | Dateof Visit 1

2. | Erroneous Visit
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Header Text: c4591001

Visit: V104 MONTH6

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

Subject No: 11451063

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?

3. | Comments: [1

*** Confidential***
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Header Text: c4591001

Visit: V105_ MONTH18

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

Subject No: 11451063

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. | Dateof Visit 1

2. | Erroneous Visit
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Header Text: c4591001

Visit: V105 MONTH18

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

Subject No: 11451063

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?

3. | Comments: [1

*** Confidential***
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 10-Dec-2020 02:29
Site No: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: DISPOSITION - 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

Form Comments
eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation | Mar/11/2021 Comments
/Death :
2. | Phase of Disposition: OPEN LABEL TREATMENT Comments
3. | Status: COMPLETED Comments
4. | Specify Status: [] Comments
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1145

Subject No: 11451063
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

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Jan/7/2021
Page 141 of 489

FDA-CBER-2021-5683-0808149




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

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

Site No: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

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 Hereto Enable
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Header Text: c4591001

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

Subject No: 11451063

Generated By: (b) (4)

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

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

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

Audit Trail
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
e CRF Sign_1
Name Signature Date Type Action
M eaning
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 11451063
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

Item | Date User Comment
Form | Aug-31-2020 15:41:47 (UTC-05:00) Eastern Time | (b) Not Applicable
(US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 11451063

Generated By: (b) (4)

Form: DATE OF VISIT - 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

(US & Canada)

Form | Nov-24-2020 11:35:01 (UTC-05:00) Eastern Time | (b) (4), (b)

(6)

(US & Canada)

Form | Sep-30-2020 11:28:10 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

*** Confidential***
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 11451063
Generated By: (b) (4)

Form: DATE OF VISIT - 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 | Nov-24-2020 11:35:01 (UTC-05:00) Eastern Time | (b) (4), (b)

(US & Canada)

(6)

1 Sep-30-2020 11:28:10 (UTC-05:00) Eastern Time | (b) (4), (b) (6) |Not Done

(US & Canada)

Page 146 of 489

*** Confidential***
FDA-CBER-2021-5683-0808154




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 11451063

Generated By: (b) (4)

Form: DATE OF VISIT - 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

(US & Canada)

2 |Nov-24-2020 11:35:01 (UTC-05:00) Eastern Time (b)) (4), (b)

(6)

(US & Canada)

2 |Sep-30-2020 11:28:10 (UTC-05:00) Eastern Time | (b) (4), (b) (6) | Not Done

*** Confidential***

Page 147 of 489

FDA-CBER-2021-5683-0808155




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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 | Oct-09-2020 10:40:55 (UTC-05:00) Eastern Time | (b) (4), (b) (6) | Not Applicable

(US & Canada)

Page 148 of 489

*** Confidential***
FDA-CBER-2021-5683-0808156




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:40:55 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 149 of 489

*** Confidential***

FDA-CBER-2021-5683-0808157




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:40:55 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 150 of 489

*** Confidential***
FDA-CBER-2021-5683-0808158




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:40:55 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 151 of 489

*** Confidential***

FDA-CBER-2021-5683-0808159




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:40:55 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 152 of 489

*** Confidential***
FDA-CBER-2021-5683-0808160




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:40:55 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 153 of 489

*** Confidential***

FDA-CBER-2021-5683-0808161




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:40:55 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 154 of 489

*** Confidential***
FDA-CBER-2021-5683-0808162




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen

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

(US & Canada)

Form | Oct-09-2020 10:47:03 (UTC-05:00) Eastern Time | (b) (4), (b) (6) | Not Applicable

Page 155 of 489

*** Confidential***
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:47.03 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 156 of 489

*** Confidential***
FDA-CBER-2021-5683-0808164




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:47.03 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 157 of 489

*** Confidential***

FDA-CBER-2021-5683-0808165




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:47.03 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 158 of 489

*** Confidential***
FDA-CBER-2021-5683-0808166




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:47.03 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 159 of 489

*** Confidential***

FDA-CBER-2021-5683-0808167




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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 | Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 160 of 489

*** Confidential***
FDA-CBER-2021-5683-0808168




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Vigit:
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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-09-2020 10:46:40 (UTC-05:00) Eastern Time | (b) (4), (b) (6) |Not Done

(US & Canada)

Page 161 of 489

*** Confidential***

FDA-CBER-2021-5683-0808169




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time | (b) (4), (b) (6) |Not Done

(US & Canada)

Page 162 of 489

*** Confidential***
FDA-CBER-2021-5683-0808170




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Vigit:
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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-09-2020 10:46:40 (UTC-05:00) Eastern Time | (b) (4), (b) (6) |Not Done

(US & Canada)

Page 163 of 489

*** Confidential***

FDA-CBER-2021-5683-0808171




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time | (b) (4), (b) (6) |Not Done

(US & Canada)

Page 164 of 489

*** Confidential***
FDA-CBER-2021-5683-0808172




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

(US & Canada)

5a |Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

Page 165 of 489

*** Confidential***

FDA-CBER-2021-5683-0808173




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

5a |Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 166 of 489

*** Confidential***
FDA-CBER-2021-5683-0808174




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

(US & Canada)

5a |Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

Page 167 of 489

*** Confidential***

FDA-CBER-2021-5683-0808175




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

5a |Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 168 of 489

*** Confidential***
FDA-CBER-2021-5683-0808176




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

(US & Canada)

5b | Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

Page 169 of 489

*** Confidential***

FDA-CBER-2021-5683-0808177




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

5b | Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 170 of 489

*** Confidential***
FDA-CBER-2021-5683-0808178




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

(US & Canada)

5b | Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

Page 171 of 489

*** Confidential***

FDA-CBER-2021-5683-0808179




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

5b | Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 172 of 489

*** Confidential***
FDA-CBER-2021-5683-0808180




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

(US & Canada)

5.c | Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

Page 173 of 489

*** Confidential***

FDA-CBER-2021-5683-0808181




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

5.c | Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 174 of 489

*** Confidential***
FDA-CBER-2021-5683-0808182




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

(US & Canada)

5.c | Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

Page 175 of 489

*** Confidential***

FDA-CBER-2021-5683-0808183




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

5.c | Oct-09-2020 10:46:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 176 of 489

*** Confidential***
FDA-CBER-2021-5683-0808184




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 21-Aug-2020 02:49
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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

Item | Date

User Comment

Form | Oct-09-2020 10:46:04 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 238 of 489

*** Confidential***
FDA-CBER-2021-5683-0808246




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Vigit:
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:46:04 (UTC-05:00) Eastern Time | (b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

2.a | Oct-09-2020 10:46:04 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 240 of 489

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

(US & Canada)

2.a | Oct-09-2020 10:46:04 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

Page 241 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

2.a | Oct-09-2020 10:46:04 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 242 of 489

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

(US & Canada)

2.a | Oct-09-2020 10:46:04 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

Page 243 of 489

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Form Status: Data Complete, Frozen

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 | Oct-09-2020 10:45:41 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 244 of 489

*** Confidential***
FDA-CBER-2021-5683-0808252




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Vigit:
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:45:41 (UTC-05:00) Eastern Time | (b) (4), (b) (6) |Not Done

(US & Canada)

Page 245 of 489

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Form Status: Data Complete, Frozen

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

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

Back to Form

Iltem | Date

User Comment

2.a | Oct-09-2020 10:45:41 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Done

(US & Canada)

Page 246 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen

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

(US & Canada)

Form | Oct-09-2020 10:47:43 (UTC-05:00) Eastern Time | (b) (4), (b) (6) | Not Applicable

Page 247 of 489

*** Confidential***
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Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:47:43 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 248 of 489

*** Confidential***
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Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: OXY GENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:47:43 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)
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FDA-CBER-2021-5683-0808257
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Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:47:43 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 250 of 489
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen

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

(US & Canada)

Form | Oct-09-2020 10:47:29 (UTC-05:00) Eastern Time | (b) (4), (b) (6) | Not Applicable

Page 251 of 489

*** Confidential***
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Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:47:29 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 252 of 489

*** Confidential***
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Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:47:29 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)
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*** Confidential***
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Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:47:29 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 254 of 489

*** Confidential***
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Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:47:29 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)
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Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:47:29 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 256 of 489

*** Confidential***
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Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:47:29 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete, Frozen

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 | Oct-09-2020 10:47:17 (UTC-05:00) Eastern Time | (b) (4), (b) (6) | Not Applicable

(US & Canada)

Page 258 of 489

*** Confidential***
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Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: IMAGING - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:47:17 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)
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Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:47:17 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)
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*** Confidential***
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Header Text: c4591001
Visgit:
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 1 - Unscheduled Visit on

Form: IMAGING - Comments

Form Status: Data Complete, Frozen

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-09-2020 10:47:17 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)
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*** Confidential***

FDA-CBER-2021-5683-0808269
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Header Text: c4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete, Frozen

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

Oct-09-2020 10:47:17 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

(US & Canada)

Page 262 of 489

*** Confidential***
FDA-CBER-2021-5683-0808270
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen
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 | Oct-30-2020 09:53:05 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit:

POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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-30-2020 09:53:05 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visgit:
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 2 - Unscheduled Visit on

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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-30-2020 09:53:05 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit:

POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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-30-2020 09:53:05 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
Page 266 of 489

*** Confidential***
FDA-CBER-2021-5683-0808274




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visgit:
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 2 - Unscheduled Visit on

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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-30-2020 09:53:05 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit:

POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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-30-2020 09:53:05 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visgit:
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

POT_COVID_ILL 2 - Unscheduled Visit on

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen

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-30-2020 09:53:05 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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 Sep-30-2020 13:59:50 (UTC-05:00) Eastern Time Kawsar Talaat Cyclobenzaprine, 10 mg po daily and
(US & Canada) (b) (4) Methylprednisolone dose pack; 24 mg to 4 mg
tapering course given 19 September to 24
September.
9 Sep-30-2020 13:57:43 (UTC-05:00) Eastern Time | Kawsar Talaat Cyclobenzaprine, 10 mg po daily and
(US & Canada) (b) (4) Methylprednisolone dose pack; 24 mg to 4 mg
tapering course.
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063
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

(US & Canada)

Form | Oct-09-2020 14:53:40 (UTC-05:00) Eastern Time  ((b) (4), (b) (6) | Not Applicable

*** Confidential***
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54

Site No: 1145
Subject No: 11451063
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-09-2020 14:53:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Applicable

(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54
Site No: 1145
Subject No: 11451063
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

2

Oct-09-2020 14:53:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Applicable

(US & Canada)

*** Confidential***

Page 273 of 489

FDA-CBER-2021-5683-0808281




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54

Site No: 1145
Subject No: 11451063
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-09-2020 14:53:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Applicable

(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54
Site No: 1145
Subject No: 11451063
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

4

Oct-09-2020 14:53:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Applicable

(US & Canada)

*** Confidential***
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54

Site No: 1145
Subject No: 11451063
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-09-2020 14:53:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Applicable

(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54
Site No: 1145
Subject No: 11451063
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

6

Oct-09-2020 14:53:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Applicable

(US & Canada)

*** Confidential***
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54

Site No: 1145
Subject No: 11451063
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-09-2020 14:53:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Applicable

(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54
Site No: 1145
Subject No: 11451063
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

8

Oct-09-2020 14:53:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Applicable

(US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54

Site No: 1145
Subject No: 11451063
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-09-2020 14:53:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Applicable

(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54
Site No: 1145
Subject No: 11451063
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

10

Oct-09-2020 14:53:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) | Not Applicable

(US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

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

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

Subject No: 11451063 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item |Date User Comment
Form | Oct-26-2020 11:21:17 (UTC-05:00) Eastern Time | (b) (4), (b)
(US & Canada) (6)
Form | Oct-20-2020 09:33:36 (UTC-05:00) Eastern Time | (b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

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

Subject No: 11451063

Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

Comments

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -

Form Status: Incomplete, Data Complete, Deleted, 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 Oct-26-2020 11:21:17 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
1 Oct-20-2020 09:33:36 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
Page 283 of 489

FDA-CBER-2021-5683-0808291




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Comments

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -

Form Status: Incomplete, Data Complete, Deleted, 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 Oct-26-2020 11:21:17 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
2 Oct-20-2020 09:33:36 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

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

Subject No: 11451063

Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

Comments

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -

Form Status: Incomplete, Data Complete, Deleted, 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 Oct-26-2020 11:21:17 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
3 Oct-20-2020 09:33:36 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

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

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

Subject No: 11451063 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

4 Oct-26-2020 11:21:17 (UTC-05:00) Eastern Time | (b) (4), (b)
(US & Canada) (6)

4 Oct-20-2020 09:33:36 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)

4 Oct-14-2020 10:18:29 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

Form Status: Incomplete, Data Complete, Deleted, 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

5 Oct-26-2020 11:21:17 (UTC-05:00) Eastern Time  |(b) (4), (b)

(US & Canada) (6)
5 Oct-20-2020 09:33:36 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)

(US & Canada)

5 Oct-09-2020 14:54:41 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) |Not Applicable

*** Confidential***
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

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

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

Subject No: 11451063 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
Form | Oct-28-2020 10:51:37 (UTC-05:00) Eastern Time | (b) (4), (b)
(US & Canada) (6)
Form | Oct-27-2020 09:50:03 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

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

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

Subject No: 11451063 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
1 Oct-28-2020 10:51:37 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
1 Oct-27-2020 09:50:03 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

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

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

Subject No: 11451063 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Oct-28-2020 10:51:37 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
2 Oct-27-2020 09:50:03 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Applicable
(US & Canada) (6)
Page 290 of 489

*** Confidential***
FDA-CBER-2021-5683-0808298




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

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

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

Subject No: 11451063 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item |Date User Comment
3 Oct-28-2020 10:51:37 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
3 Oct-27-2020 09:50:03 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

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

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

Subject No: 11451063 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item |Date User Comment
4 Oct-28-2020 10:51:37 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
4 Oct-27-2020 09:50:03 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

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

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

Subject No: 11451063 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
5 Oct-28-2020 10:51:37 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
5 Oct-27-2020 09:50:03 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Applicable
(US & Canada) (6)
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FDA-CBER-2021-5683-0808301




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

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

Subject No: 11451063

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
Form | Jan-21-2021 14:07:36 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Subject No: 11451063
Generated By: (b) (4)

Header Text: c4591001

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

Visit: Disposition Form: WITHDRAWAL OF CONSENT - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Back to Form

*** Confidential***

Item | Date User Comment
1 Jan-21-2021 14:07:36 (UTC-05:00) Eastern Time (b) (4), (b) Not Applicable
(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: 11451063

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
Form | Jan-21-2021 14:07:47 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Subject No: 11451063
Generated By: (b) (4)

Header Text: c4591001

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

Visit: Disposition Form: DEATH DETAILS CODED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Back to Form

*** Confidential***

Item | Date User Comment
1 Jan-21-2021 14:07:47 (UTC-05:00) Eastern Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Visit: V101 VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION -
Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
Form | Jan-21-2021 14:08:51 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable

(US & Canada) (6)
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT - Form: DISPOSITION - TREATMENT - Comments
Unscheduled

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

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

Back to Form

Item | Date User Comment

Form | Mar-12-2021 12:29:47 (UTC-05:00) Eastern Time | (b) (4), (b)

(US & Canada) (6)
Form | Jan-25-2021 10:42:54 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT
Form Version: 10-Dec-2020 02:29

Site No: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: DISPOSITION - 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
1 Mar-12-2021 12:29:47 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
1 Jan-25-2021 10:42:54 (UTC-05:00) Eastern Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT
Form Version: 10-Dec-2020 02:29

Site No: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: DISPOSITION - 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
2 Mar-12-2021 12:29:47 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
2 Jan-25-2021 10:42:54 (UTC-05:00) Eastern Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT
Form Version: 10-Dec-2020 02:29

Site No: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: DISPOSITION - 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
3 Mar-12-2021 12:29:47 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
3 Jan-25-2021 10:42:54 (UTC-05:00) Eastern Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT
Form Version: 10-Dec-2020 02:29

Site No: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: DISPOSITION - 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
4 Mar-12-2021 12:29:47 (UTC-05:00) Eastern Time  |(b) (4), (b)
(US & Canada) (6)
4 Jan-25-2021 10:42:54 (UTC-05:00) Eastern Time  |(b) (4), (b) Not Applicable
(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: 11451063 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-22-2021 10:46:54 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Jan-21-2021 16:37:51 (UTC-05:00) Eastern Time | BOOK Signed
(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
isto be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Jan-21-2021 14:07:05 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Jan-15-2021 08:56:35 (UTC-05:00) Eastern Time | BOOK Signed
(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
isto be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Jan-07-2021 09:53:58 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
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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: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Affidavit:

N/A
(b) (6) Approved Dec-08-2020 11:11:51 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Nov-24-2020 11:35:01 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Kawsar Talaat Approved Nov-09-2020 13:06:42 (UTC-05:00) Eastern Time | BOOK Signed

(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
isto be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: 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: 11451063 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-31-2020 15:41:04 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), 24 JUL 2020
(US & Canada) (b) (6)
‘ 2. Select appropriate response - What cohort does the subject belong to?
| Date L ocation User Value Reason
Aug-31-2020 15:41:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), STAGE 3 COHORTS
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 11451063 Subject Initials: ---

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

Back to Form

| 1. Consent Was:

‘ Date L ocation User Value Reason
Aug-31-2020 15:41:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), OBTAINED
(US & Canada) (b) (6) Date Written Consent Obtained

Aug/31/2020
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Header Text: c4591001

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

Subject No: 11451063
Generated By: (b) (4)

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

| 1. Subject ID

‘ Date L ocation | User |Value Reason

Sep-30-2020 06:29:58 ACVOPFEINFPG000 |(b) (4), Query 1: Closed event entered in AE CRF

(UTC-05:00) Eastern Time (b) (6) with term Paresthesia of

(US & Canada) skin

Sep-28-2020 06:31:34 ACVOPFEINFP6000 |(b) (4), Query 1: Opened SAE

(UTC-05:00) Eastern Time (b) (6) RECON:AER#2020373981

(US & Canada) Intermittent
twitching(onset
date:24Sep2020)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-31-2020 15:40:56 ACVOPFEINFP6000 | auto calc Data Entry: Item copied from previous

(UTC-05:00) Eastern Time (autocalc) | 11451063 form

(US & Canada)

| 2. Birth Date:

| Date L ocation | User | Value Reason

Aug-31-2020 15:40:53

ACVOPFEINFPE000 | auto calc

Data Entry: Enrollment Entry

(UTC-05:00) Eastern Time (autocalc) |(b) (6)/1985
(US & Canada)

|3 sex:

| Date L ocation User Value Reason
Aug-31-2020 15:41:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), FEMALE
(US & Canada) (b) (6)

| 4. Ethnicity:

‘ Date L ocation User Value Reason
Aug-31-2020 15:41:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (@), NOT HISPANIC OR LATINO(A)

(US & Canada) (b) (6) OR OF SPANISH ORIGIN

‘ 5. Race: (Check X all that apply):
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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: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Date L ocation User Value Reason
Aug-31-2020 15:41:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), WHITE
(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: 11451063

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-31-2020 15:41:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Aug/31/2020
(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: 11451063

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-31-2020 15:42:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Aug/31/2020
(US & Canada) (b) (6)

‘ 2. Phase of Disposition:

| Date L ocation | User | Value Reason
Aug-31-2020 15:42:00 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | SCREENING
(US & Canada)

‘ 3. Status:

| Date L ocation User Value Reason
Aug-31-2020 15:42:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), COMPLETED
(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: 11451063
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 |VaJue Reason
Aug-31-2020 15:42:40 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) | Ling/MH Number: 1

(US& Canada) Medical History Ter Seasonal allergi
m: es
Start Date: UNK/UNK/201
7
Ongoing: YES

| l.aLine/MH Number:

‘Dale L ocation ’User |VaJue Reason
Aug-31-2020 15:42:40 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |1
(US & Canada)

‘ 1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date L ocation User Value Reason
Aug-31-2020 15:42:40 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Seasonal allergies
(US & Canada) (b) (6)

| 1l.a Start Date:

‘ Date L ocation User Value Reason
Aug-31-2020 15:42:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2017
(US & Canada) (b) (6)

| 1.a Ongoing:

‘ Date L ocation User Value Reason
Aug-31-2020 15:42:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, YES
(US & Canada) (b) (6)

| 1b

| Date | L ocation | User | Value | Reason
Aug-31-2020 15:43:52 ACVOPFEINFP6000 ‘ auto calc Data Entry: Initia Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

(UTC-05:00) Eastern Time (autocac) | Line/MH Number: 2
(US& Canada) Medical History Ter c-section delive
m: ry
Start Date: Jan/10/2018
Ongoing: NO
End Date:
Jan/10/2018

| Lb Line/MH Number:

| Date L ocation | User | Value Reason
Aug-31-2020 15:43:52 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)

‘ 1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Aug-31-2020 15:43:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), c-section delivery
(US & Canada) (b) (6)

| 1.b Start Date:

‘ Date L ocation User Value Reason
Aug-31-2020 15:43:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Jan/10/2018
(US & Canada) (b) (6)

‘ 1.b Ongoing:

| Date L ocation User Value Reason
Aug-31-2020 15:43:52 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date:

Jan/10/2018

I

‘ Date L ocation | User ‘ Value Reason
Aug-31-2020 15:44:24 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) | Ling/MH Number 3
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

Medical History T Wisdom teeth rem
erm: oval
Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/20
03

| l.cLine/MH Number:

‘Dale L ocation ’User |VaJue Reason
Aug-31-2020 15:44:24 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |3
(US & Canada)

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

| Date L ocation User Value Reason
Aug-31-2020 15:44:24 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Wisdom teeth removal
(US & Canada) (b) (6)

| 1.c Start Date:

‘ Date L ocation User Value Reason
Aug-31-2020 15:44:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2003
(US & Canada) (b) (6)

| 1.c Ongoing:

‘ Date L ocation User Value Reason
Aug-31-2020 15:44:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, NO
(US & Canada) (b) (6) End Date:

UNK/UNK/2003

|1
| Date L ocation | User | Value Reason
Aug-31-2020 15:45:18 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry

(UTC-05:00) Eastern Time (autocalc) | Ling/MH Numb 4
(US & Canada) er:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1145) Johns Hopkins School of Medicine

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Subject No: 11451063
Generated By: (b) (4)

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

Medical History Hypothyroidism, co

Term: ntrolled
Start Date: UNK/UNK/2017
Ongoing: YES

| 1.d Line/MH Number:

‘Dale L ocation ’User |VaJue Reason
Aug-31-2020 15:45:18 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |4
(US & Canada)

‘ 1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date L ocation User Value Reason
Aug-31-2020 15:45:18 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Hypothyroidism, controlled
(US & Canada) (b) (6)

| 1.d Start Date:

‘ Date L ocation User Value Reason
Aug-31-2020 15:45:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (@), UNK/UNK/2017
(US & Canada) (b) (6)
| 1.d Ongoing:
| Date L ocation User Value Reason
Aug-31-2020 15:45:18 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

[1e
| Date L ocation | User | Value Reason
Aug-31-2020 15:45:44 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number 5
(US & Canada) :

Medical History T Depression, contr
erm: olled
Start Date: UNK/UNK/2016
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 11451063 Subject Initials: ---

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

| 1l.eLine/MH Number:

‘Dale L ocation ’User |VaJue Reason
Aug-31-2020 15:45:44 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |5
(US & Canada)

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

| Date L ocation User Value Reason
Aug-31-2020 15:45:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Depression, controlled
(US & Canada) (b) (6)

‘ 1.e Start Date:

| Date L ocation User Value Reason
Aug-31-2020 15:45:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2016
(US & Canada) (b) (6)

| 1.e Ongoing:

‘ Date L ocation User Value Reason
Aug-31-2020 15:45:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)
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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
Subject No: 11451063
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. Date:

‘ Date L ocation User Value Reason
Aug-31-2020 15:46:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Aug/31/2020
(US & Canada) (b) (6)

‘ 2. Weight:

| Date L ocation User Value Reason
Aug-31-2020 15:46:22 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 146.0
(US & Canada) (b) (6)

|3 unit:

| Date L ocation User Value Reason
Aug-31-2020 15:46:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), LB
(US & Canada) (b) (6)

| 4. Height:

‘ Date L ocation User Value Reason
Aug-31-2020 15:46:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 68.0
(US & Canada) (b) (6)

‘ 5. Unit:
| Date L ocation User Value Reason
Aug-31-2020 15:46:22 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), in
(US & Canada) (b) (6)

‘ 6. Body Mass I ndex:

‘ Date L ocation ’ User | Value Reason
Aug-31-2020 15:46:22 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) |22.2

| 7.a
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE - 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
Aug-31-2020 15:46:22 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time 4), Record Identifier:: 1

(US & Canada) (0) (6) Temperature: 98.8

TemperatureUnit: F
Temperature Locatio FOREHEA

n: D

| 7.a Record | dentifier:

‘ Date L ocation User Value Reason
Aug-31-2020 15:46:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 1
(US & Canada) (b) (6)

‘ 7.a Temperature:

| Date L ocation User Value Reason
Aug-31-2020 15:46:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 98.8
(US & Canada) (b) (6)

‘ 7.aUnit:

| Date L ocation User Value Reason
Aug-31-2020 15:46:22 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time 4), F
(US & Canada) (b) (6)

| 7.a Temperature Location:

‘ Date L ocation User Value Reason
Aug-31-2020 15:46:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), FOREHEAD
(US & Canada) (b) (6)

Page 318 of 489

*** Confidential***
FDA-CBER-2021-5683-0808326




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: 4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063

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 Panel:

‘Date L ocation ’User |VaJue Reason
Aug-31-2020 15:46:39 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) [URINALYSIS
(US & Canada)

| 2. Lab Sub-Pane:

| Date L ocation | User | Value Reason
Aug-31-2020 15:46:39 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) | PREGNANCY

‘ 3. Collection Date:

| Date L ocation User Value Reason
Aug-31-2020 15:46:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Aug/31/2020
(US & Canada) (b) (6)

| 4. Laboratory Name and Address (Derived)

‘Dale L ocation ’User |VaJue Reason
Aug-31-2020 15:46:39 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | STUDY SITE
(US & Canada)

‘ 5. Specimen Type:

| Date L ocation | User | Value Reason
Aug-31-2020 15:46:39 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | URINE
(US & Canada)

‘ 6.a

‘ Date L ocation ’ User | Value Reason
Aug-31-2020 15:46:39 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined 113
(US & Canada) Identifier:

Test:: Choriogonadotropin
Beta PX113
Result:: NEGATIVE
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063

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

‘ ‘ ‘ ‘ Not Done:: ‘

| 6.a Sponsor 1D:

‘Dale |Location ’User |VaJue |Reason
Aug-31-2020 15:46:39 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) |[113

(US & Canada)

‘ 6.a Test:

| Date L ocation User Value Reason
Aug-31-2020 15:46:39 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), Choriogonadotropin Beta PX113
(US & Canada) (b) (6)

| 6.a Result:

‘ Date L ocation User Value Reason
Aug-31-2020 15:46:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEGATIVE
(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: 11451063

Generated By: (b) (4)

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 :

‘ Date L ocation User Value Reason
Aug-31-2020 15:48:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Aug/31/2020
(US & Canada) (b) (6)

‘ 2. Randomization Number:

| Date L ocation User Value Reason
Aug-31-2020 15:48:17 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 72416
(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: 11451063

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-31-2020 16:19:36 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) [SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation ’User |VaJue Reason
Aug-31-2020 16:19:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Aug-31-2020 16:19:55 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Aug-31-2020 16:19:36 ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Aug-31-2020 16:19:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Aug/31/2020

| 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

‘ Date L ocation User Value Reason
Aug-31-2020 16:21:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 4.0ml, 1.8ml and 1.4ml collected in
(US & Canada) (b) (6) retained aliquots

‘ 5a

| Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 11451063

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

Aug-31-2020 16:19:55 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), Sample | D: BP1KCO
(US & Canada) (b) (6)

‘ 5.a Sample D

| Date L ocation User Value Reason
Aug-31-2020 16:19:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BP1KCO
(US & Canada) (b) (6)

|5b

‘ Date L ocation User Value Reason
Aug-31-2020 16:20:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Sample |D: BPJ19K
(US & Canada) (b) (6)

‘ 5.b Sample D

| Date L ocation User Value Reason
Aug-31-2020 16:20:06 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), BPJ19K
(US & Canada) (b) (6)

[5c

| Date L ocation User Value Reason
Aug-31-2020 16:20:18 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time @, Sample | D: BPJ19L
(US & Canada) (b) (6)

| 5.c Sample ID

‘ Date L ocation User Value Reason
Aug-31-2020 16:20:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BPJ19L
(US & Canada) (b) (6)

|5

| Date L ocation User Value Reason
Aug-31-2020 16:20:30 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), Sample |D: BPJ1OM
(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 Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

‘ 5.d Sample 1D
| Date L ocation User Value Reason
Aug-31-2020 16:20:30 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), BPJ19M
(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: 11451063

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-31-2020 16:21:33 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) [SITE

(US & Canada)

| 2. Sample Type

‘ Date L ocation ’User |VaJue Reason
Aug-31-2020 16:21:33 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB

(US & Canada)

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Aug-31-2020 16:21:43 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Aug-31-2020 16:21:33 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-05:00) Eastern Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Aug-31-2020 16:21:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Aug/31/2020

| 5a

‘ Date L ocation User Value Reason
Aug-31-2020 16:21:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sample | D: BP1IKCG
(US & Canada) (b) (6)

‘ 5.aSample|D
| Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

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

SiteNo: 1145
Subject No: 11451063
Generated By: (b) (4)

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

Aug-31-2020 16:21:43 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), BP1KCG
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1145
Subject No: 11451063
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. Was there a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Aug-31-2020 15:47:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 2. Treatment Name

| Date L ocation | User | Value Reason
Aug-31-2020 15:47:08 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | BLINDED THERAPY
(US & Canada)

‘ 3. Formulation:

| Date L ocation | User | Value Reason
Aug-31-2020 15:47:08 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | INJECTION
(US & Canada)
| 4. Dose Date Time:

‘ Date L ocation User Value Reason
Aug-31-2020 15:47:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Aug/31/2020 14:52
(US & Canada) (b) (6)

‘ 5. Anatomical Location:
| Date L ocation | User | Value Reason
Aug-31-2020 15:47:08 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | DELTOID MUSCLE
(US & Canada)

‘ 6. Body Side:

‘ Date L ocation User Value Reason
Aug-31-2020 15:47:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), LEFT
(US & Canada) (b) (6)
| 7. Route:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11451063
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

| Date L ocation |User |Value Reason
Aug-31-2020 15:47:08 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |INTRAMUSCULAR

(US & Canada)

‘ 10. Timeframe Subject Was Observed

‘ Date L ocation ’ User | Value Reason
Aug-31-2020 15:47:08 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) | THE PROTOCOL SPECIFIED OBSE
RVATION 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-31-2020 15:47:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 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-31-2020 15:47:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO - REACTOGENICITY E-DIAR
(US & Canada) (b) (6) Y NOT COLLECTED FOR THIS

SUBJECT
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Header Text: c4591001
Visit: V2_VAX2_L
Form Version: 22-Apr-2020 21:02

Site No: 1145

Subject No: 11451063
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
Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) Query 2: Cl | Closed per SITE
01:23:37 (6) osed response, added to
(UTC-05:00) PD tracker for
Eastern Time Clinical Review
(US & Canada)

Nov-30-2020 ACVOPFEINFPG000 (b) (4), (b) Query 2: An | therewasadelay in

09:59:46 (6) swered the scheduling the

(UTC-05:00) patient for vax2.

Eastern Time

(US & Canada)

Nov-26-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 2: Op | PDQ: Date of visit at

00:53:20 (b) (4) ened V2_VAX2_L isout

(UTC-05:00) of window for 62

Eastern Time days from

(US & Canada) V1 DAY1 VAX1 L
Dose Date. Please
verify and update.
Else, confirmin
query response
appropriately. (b) (4)

Nov-24-2020 ACVOPFEINFPE000 (b) (4), (b) Data Entry: | Initial Entry

11:35:35 (6) Nov/24/202

(UTC-05:00) 0

Eastern Time

(US & Canada)

Nov-24-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Initia Entry

11:35.01 (6)

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-31-2020 ACVOPFEINFPE000 (b) (4), (b) (6) Query 1: Cl | Response satisfies

14:24:19 osed query

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-30-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: An | visitisnot done,

09:47:33 (6) swered patient has flu/cold.

(UTC-05:00) Was instructed to

Eastern Time stay home
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Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

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

(US & Canada)

Oct-29-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: Re | DM: Per previous

04:52:44 (6) issued:Open | response, kindly

(UTC-05:00) ed review and confirm if

Eastern Time thevisit was

(US & Canada) completed by the
subject. If yes,
update al formsin
corresponding visit
or else clarify.

Oct-01-2020 ACVOPFEINFPE000 (b) (4), (b) (6) Query 1: Re | It will be tracked till

10:53:09 issued:Cand | V2 isperformed.

(UTC-05:00) idate

Eastern Time

(US & Canada)

Sep-30-2020 ACVOPFEINFPE000 (b) (4), (b) Query 1: An | Deferred second dose

12:36:51 (6) swered until 28 days after

(UTC-05:00) completion of

Eastern Time steroids per protocol.

(US & Canada) Last day of the
treatment
09/24/2020.

Sep-30-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: |Initial Entry

11:28:10 Not Done

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-26-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Op | DM: Kindly review

06:22:29 ened and complete ‘ Date

(UTC-05:00) of Visit, Nasal Swab,

Eastern Time Pregnancy Test,

(US & Canada) Vaccination, Vita
Signs forms at this
visit. Thank you.

‘ 2. Erroneous Visit

| Date L ocation | User | Value Reason
Nov-24-2020 11:35:01 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (6)

(US & Canada)

Sep-30-2020 11:28:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done

(US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1145

Subject No: 11451063
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - 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:

‘ Date L ocation User Value Reason
Nov-24-2020 11:36:00 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Nov/24/2020
(US & Canada)

‘ 2.a

| Date L ocation | User | Value Reason
Nov-24-2020 11:36:00 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Record ldentifier:: 1
(US& Canada) Temperature: 98.2

Temperature Unit: F
Temperature Location FOREHEA
.. D

| 2.a Record I dentifier:

‘ Date L ocation User Value Reason
Nov-24-2020 11:36:00 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) 1
(US & Canada)

‘ 2.a Temperature:

| Date L ocation | User | Value Reason
Nov-24-2020 11:36:00 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) 98.2
(US & Canada)

‘ 2.a Unit:

| Date L ocation User Value Reason
Nov-24-2020 11:36:00 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) F
(US & Canada)

| 2.a Temperature Location:

‘ Date L ocation User Value Reason
Nov-24-2020 11:36:00 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) FOREHEAD
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1145

Subject No: 11451063
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - 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

(US & Canada)

*** Confidential***
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Header Text: c4591001
Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:49

Site No: 1145
Subject No: 11451063
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 Panel:

‘Date L ocation ’User |VaJue Reason
Nov-24-2020 11:37:06 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | URINALYSIS
(US & Canada)

| 2. Lab Sub-Pane:

| Date L ocation | User | Value Reason
Nov-24-2020 11:37:06 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | PREGNANCY
(US & Canada)

‘ 3. Collection Date;

| Date L ocation User Value Reason
Nov-24-2020 11:37:06 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Nov/24/2020
(US & Canada)

| 4. Laboratory Name and Address (Derived)

‘Dale L ocation ’User |VaJue Reason
Nov-24-2020 11:37:06 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | STUDY SITE
(US & Canada)

‘ 5. Specimen Type:

| Date L ocation | User | Value Reason
Nov-24-2020 11:37:06 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | URINE
(US & Canada)

‘ 6.a
‘ Date L ocation ’ User | Value Reason
Nov-24-2020 11:37:06 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined 113
(US & Canada) Identifier:

Test:: Choriogonadotropin
Beta PX113
Result:: NEGATIVE
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 11451063

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

‘ ‘ ‘ ‘ Not Done:: ‘

| 6.a Sponsor 1D:

‘Dale |Location ’User |VaJue |Reason
Nov-24-2020 11:37:06 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |[113
(US & Canada)

‘ 6.a Test:

| Date L ocation | User | Value Reason
Nov-24-2020 11:37:06 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Choriogonadotropin Beta PX113
(US & Canada)

| 6.a Result:

‘ Date L ocation User Value Reason
Nov-24-2020 11:37:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(6) NEGATIVE

*** Confidential***
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Header Text: c4591001
Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Nov-24-2020 11:38:05 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) [SITE
(US & Canada)
| 2. Sample Type
‘ Date L ocation ’User |VaJue Reason
Nov-24-2020 11:38:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)
| 3. Sample Collected?
‘ Date L ocation User Value Reason
Nov-24-2020 11:40:51 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-24-2020 11:40:23 ACVOPFEINFP6000 | auto query Query 2: Opened There are more than 1
(UTC-05:00) Eastern Time (autoquery) barcode present for
(US & Canada) sample collection.
Please review and
correct as appropriate.
Nov-24-2020 11:40:14 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-24-2020 11:38:05 ACVOPFEINFPE000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Nov-24-2020 11:38:05 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada) Date of Collection:
Nov/24/2020
[5a
| Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 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: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Nov-24-2020 11:40:14 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample|D: BRD6M5
(US & Canada)

‘ 5.a Sample D

| Date L ocation User Value Reason
Nov-24-2020 11:40:14 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BRD6M5
(US & Canada)

|5b

‘Date L ocation User Value Reason
Nov-24-2020 11:40:51 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (6) Sample | D: BRDSM5 (DELETED)
(US & Canada)
Nov-24-2020 11:40:23 ACVOPFEINFP6000 |ZakaAhmed |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.zahmed) | Sample |D: BRD6M5
(US & Canada)

| 5.b Sample ID

‘Date L ocation |User |Value Reason
Nov-24-2020 11:40:51 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (6) BRD&M5 (DELETED)
(US & Canada)
Nov-24-2020 11:40:23 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BRD6M5
(US & Canada)
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Header Text: c4591001
Visit: V2_VAX2_L

Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1145
Subject No: 11451063
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. Was there a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Nov-24-2020 11:39:01 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

‘ 2. Treatment Name

| Date L ocation | User | Value Reason
Nov-24-2020 11:39:01 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) | BLINDED THERAPY

‘ 3. Formulation:

| Date L ocation | User | Value Reason
Nov-24-2020 11:39:01 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) | INJECTION

| 4. Dose Date Time:

‘ Date L ocation User Value Reason
Nov-24-2020 11:39:01 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Nov/24/2020 09:59
(US & Canada)

‘ 5. Anatomical Location:

| Date L ocation | User | Value Reason
Nov-24-2020 11:39:01 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) | DELTOID MUSCLE

(US & Canada)

‘ 6. Body Side:

‘ Date L ocation User Value Reason
Nov-24-2020 11:39:01 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) LEFT
(US & Canada)

| 7. Route:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

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: 11451063 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
| Date L ocation | User |Value Reason
Nov-24-2020 11:39:01 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) [INTRAMUSCULAR

(US & Canada)

‘ 10. Timeframe Subject Was Observed

‘ Date L ocation ’ User | Value Reason
Nov-24-2020 11:39:01 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | THE PROTOCOL SPECIFIED OBSE
(US & Canada) RVATION PERIOD

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

‘ Date L ocation User Value Reason
Nov-24-2020 11:39:01 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1145

Subject No: 11451063

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-11-2021 | ACVOPFEINFPG000 (b) (4), (b) Query | As per site confirmation -
01:03:36 (6) 1: Clo | updated PD tracker
(UTC-05:00) sed

Eastern Time

(Us&

Canada)

Jan-08-2021 | ACVOPFEINFPG000 (b) (4), (b) Query | subject was not able to make it
09:11:30 (6) 1: Ans | to the original assigned date.
(UTC-05:00) wered

Eastern Time

(Us&

Canada)

Jan-08-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | PDQ: Date of visit at
01:12:35 (b) (4) 1:0p |V3_MONTH1_POSTVAX2 L
(UTC-05:00) ened |isout of window for 9 days
Eastern Time fromV2_VAX2_L DOV or
(US& V2 Vaccination date. Please
Canada) verify and update. Else,

confirm in query response
appropriately. (b) (4)

Jan-07-2021 | ACVOPFEINFP6000 (b) (4), (b) Data | Initia Entry

09:53:58 (6) Entry

(UTC-05:00) H

Eastern Time Jan/7/

(Us& 2021

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: 11451063
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 09:54:08 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation | User ‘ Value Reason
Jan-07-2021 09:54:08 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Jan-07-2021 12:47:32 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Jan-07-2021 09:54:08 ACVOPFEINFPE000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Jan-07-2021 09:54:08 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada) Date of Collection:
Jan/7/2021

[5a

| Date L ocation | User | Value Reason
Jan-07-2021 12:47:32 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BNW4VB
(US & Canada)
| 5.a SampleID
‘ Date ‘ L ocation | User | Value ‘ Reason
Jan-07-2021 12:47:32 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BNW4VB
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Header Text: c4591001

Visit: V3_MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 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: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

‘ (US & Canada) ‘ | | ‘

‘ 5b

| Date | L ocation | User |Value ‘ Reason
Jan-07-2021 12:47:41 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BNW4V9
(US & Canada)

| 5.b Sample ID

‘ Date L ocation User Value Reason
Jan-07-2021 12:47:41 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BNW4V9
(US & Canada)

‘ 5.c

| Date L ocation | User | Value Reason
Jan-07-2021 12:47:50 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BNW4V8
(US & Canada)

‘ 5.c Sample D

‘ Date L ocation User Value Reason
Jan-07-2021 12:47:50 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BNW4V8
(US & Canada)

| 5.4

‘ Date L ocation User Value Reason
Jan-07-2021 12:48:13 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) SampleD: BM9COK
(US & Canada)

‘ 5.d Sample 1D

| Date L ocation | User | Value Reason
Jan-07-2021 12:48:13 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BMOACOK
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - 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
Oct-10-2020 09:13:22 ACVOPFEINFP6000 |(b) Query 3: Closed Response satisfies
(UTC-05:00) Eastern Time @, query
(US & Canada) () (6)
Oct-09-2020 10:41:33 ACVOPFEINFP6000 |(b) Query 3: Answered Changed data per
(UTC-05:00) Eastern Time (4), query
(US & Canada) (b) (6)
Oct-09-2020 10:32:51 ACVOPFEINFPG000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-09-2020 10:11:07 ACVOPFEINFPG000 |(b) (4), Query 3: Opened HOLDS: Nasal
(UTC-05:00) Eastern Time (b) (6) self-swab barcode
(US & Canada) RW84850 was
received by the lab
for COVID_A. Please
review and update
accordingly or submit
an updated SCF.
Oct-09-2020 10:05:11 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-09-2020 10:02:05 ACVOPFEINFPG000 | auto query Query 2: Candidate Date of Visitis
(UTC-05:00) Eastern Time (autoquery) completed but Date of
(US & Canada) Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as appropriate.
Oct-09-2020 10:02:05 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visit is
(UTC-05:00) Eastern Time (autoquery) completed but Date of
(US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.
Oct-09-2020 10:02:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/2/2020
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History
Oct/02/2020

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: 11451063 Subject Initials: ---

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

‘ 3. COVID-19 IlIness Visit:

| Date L ocation | User ’ Value Reason
Oct-09-2020 10:02:05 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |COVID_A
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data 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
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/2/2020
(US & Canada) (b) (6)

| 2. Date of First Symptom Started:

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/2/2020
(US & Canada) (b)

| 3. Symptoms Ongoing?

‘Dale L ocation |User |Value Reason
Nov-04-2020 10:17:40 ACVOPFEINFPG000 |(b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time 4), query
(US & Canada) (b)

(6)

Nov-04-2020 10:13:19 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Nov-04-2020 10:13:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-05:00) Eastern Time (6) NO

(US & Canada) Date of Last Symptom Resolved:

Oct/6/2020

Nov-04-2020 10:12:50 ACVOPFEINFP6000 | auto query Query 2: Opened Last Symptom

(UTC-05:00) Eastern Time (autoquery) Resolved dateisa

(US & Canada) future date compared
to when it was
entered. Please
correct.

Nov-04-2020 10:12:50 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Nov-04-2020 10:12:50 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-05:00) Eastern Time (6) NO

(US & Canada) Date of Last Symptom Resolved:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete

Site Name: (1145) Johns Hopkins School of Medicine

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

Nov/6/2020
Oct-31-2020 20:08:36 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query:
(UTC-05:00) Eastern Time 4), Symptomsin thisvisit
(US & Canada) (b) are still ongoing,
(6) however COVID_B
visit is conducted.
Please clarify whether
the symptoms are still
ongoing or end dateis
available.
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

[4a

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: FEVER
(US & Canada) (b) (6) Symptom Present: NO

| 4.a Symptoms:

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), FEVER
(US & Canada) (b) (6)

‘ 4.a Was symptom present?

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

|ab

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Symptoms. NEW OR INCREASE
(US & Canada) (b) (6) D COUGH

Symptom Pr NO
esent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 15-Sep-2020 21:55
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete

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

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

‘ 4.b Symptoms:

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED COUGH
(US & Canada) (b) (6)

‘ 4.b Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 4.c

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sympto  NEW OR INCREASED
(US & Canada) (b) (6) ms: SHORTNESS OF BREA

TH
Sympto NO
m Presen
t:

‘ 4.c Symptoms:

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED SHORTNES
(US & Canada) (b) (6) S OF BREATH

| 4.c Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

|ad

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: CHILLS
(US & Canada) (b) (6)

Symptom Present: NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 15-Sep-2020 21:55
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete

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

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

‘ 4.d Symptoms:

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), CHILLS
(US & Canada) (b) (6)

‘ 4.d Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 4e

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), Symptoms NEW OR INCREASE
(US & Canada) (b) (6) : D MUSCLE PAIN

Symptom NO
Present:

‘ 4.e Symptoms:

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED MUSCLE P
(US & Canada) (b) (6) AIN

| 4.e Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

|af

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (4), Symptoms: NEW LOSS OF TAST
(US & Canada) (b) (6) E OR SMELL
Symptom P NO
resent:
Page 348 of 489

*** Confidential***
FDA-CBER-2021-5683-0808356




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Oct/02/2020 Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

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

‘ 4.f Symptoms:

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW LOSS OF TASTE OR SMELL
(US & Canada) (b) (6)

‘ 4.f Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 4.9

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), Symptoms NEW OR INCREASE
(US & Canada) (b) (6) : D SORE THROAT

Symptom YES
Present:

‘ 4.9 Symptoms:

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED SORE THR
(US & Canada) (b) (6) OAT

| 4.9 Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

|ah

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: DIARRHEA
(US& Canada) (b) (6) Symptom Present: NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 15-Sep-2020 21:55
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete

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

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

‘ 4.h Symptoms:

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), DIARRHEA
(US & Canada) (b) (6)

‘ 4.h Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

|ai

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), Symptoms: VOMITING
(US & Canada) (b) (6) Symptom Present: NO

‘ 4.i Symptoms:

| Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), VOMITING
(US & Canada) (b) (6)

| 4.i Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 10:05:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 5a

| Date L ocation User Value Reason
Oct-09-2020 10:05:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms- new or increased nasa
(US & Canada) (b) (6) Other: | congestion

‘ 5.a Symptoms - Other Text:

‘ Date L ocation User Value Reason
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Header Text: c4591001

Subject No: 11451063
Generated By: (b) (4)

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

Oct/02/2020 Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete
SiteNo: 1145 Site Name: (1145) Johns Hopkins School of Medicine

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

Oct-09-2020 10:05:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), new or increased nasal congestion
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - Audit Trall
Oct/02/2020

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Date L ocation User Value Reason
Oct-09-2020 10:35:43 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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
Oct-09-2020 10:35:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/2/2020
(US & Canada) (b) (6)

| 2. Specimen Type:

‘ Date L ocation User Value Reason
Oct-09-2020 10:35:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), SWABBED MATERIAL
(US & Canada) (b) (6)

‘ 3. Specimen Collection Location:

| Date L ocation User Value Reason
Oct-09-2020 10:35:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NASOPHARY NX
(US & Canada) (b) (6)

| 4. Assay Code and Description:

‘ Date L ocation | User ‘ Value Reason
Oct-09-2020 10:35:43 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) | SEVERE ACUTE RESP SYNDROME

(US & Canada) CORONAVIRUS 2

| 5. Device Type:

‘Dale L ocation |User ‘Value Reason
Oct-09-2020 10:35:43 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
(US & Canada)

‘ 6. Trade Name:

| Date L ocation User Value Reason
Oct-09-2020 10:35:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), OTHER
(US & Canada) (b) (6)

| 7. Test Result:

‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1145

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

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

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Oct-09-2020 10:35:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (4), NEGATIVE

(US & Canada) (b) (6)

‘ 9. Trade Name Other, Specify:
| Date L ocation User Value Reason

Oct-27-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Clos | Response satisfies

12:01:53 ed query

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-27-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Transcription Error

09:49:08 (autoquery) wered

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-27-2020 ACVOPFEINFPG000 (b) (4), (b) Data Entry: | Transcription Error

09:49:08 (6) JHH SOFT L

(UTC-05:00) ABSCLIA-ce

Eastern Time rtified lab

(US & Canada)

Oct-27-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: Reis | DM1: Thank you

09:06:49 (6) sued:Opened | for your response,

(UTC-05:00) however

Eastern Time Manufacturer/test

(US & Canada) kit name provided
does not uniquely
match with the
FDA List. Kindly
update data
appropriately else
add text "CLIA-
certified lab".

Oct-26-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Transcription Error

10:23:27 (autoquery) wered

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) DataEntry: | Transcription Error

10:23:27 (6) JHH SOFT L

(UTC-05:00) ABS

Eastern Time

(US & Canada)
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Header Text: c4591001

Oct/02/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1145

Subject No: 11451063
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Status: Data Complete, Frozen
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Oct-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: Ope | sofiasarsantigen

04:16:12 (b) (4) ned fiamade by quidel

(UTC-05:00) is not indicated on

Eastern Time the FDA-cleared

(US & Canada) (including
Emergency Use
Authorization)
diagnostic list and
isnot indicated as
'CLIA-certified
lab' or '1SO 15189
accredited lab' .
Please verify and
update as
appropriate.
Otherwise, please
provide
clarification.
(b) (4)

Oct-09-2020 ACVOPFEINFP6000 (b) (4), (b) (6) DataEntry: | Initia Entry

10:35:43 SOFIA SARS

(UTC-05:00) ANTIGEN FI

Eastern Time A madeby Q

(US & Canada) UIDEL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 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
Oct-09-2020 10:32:51 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation | User ‘ Value Reason
Oct-09-2020 10:32:51 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) |NASAL_SWAB_SELF

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Oct-09-2020 10:33:02 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-09-2020 10:32:51 ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Oct-09-2020 10:32:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Oct/4/2020
[5a
| Date L ocation User Value Reason
Oct-09-2020 10:33:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), Sample | D: Rw84850
(US & Canada) (b) (6)
| 5.a SampleID
‘Date |Location |User ’VaJue ’Reason
Oct-09-2020 10:33:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) RW84850
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Header Text: c4591001

Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

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

(US & Canada)

(b) (4), (b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

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

Back to Form

‘ 1. Data Origin

| Date L ocation | User ’ Value Reason
Oct-09-2020 10:36:13 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation | User ‘ Value Reason
Oct-09-2020 10:36:13 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) | NASAL_SWAB

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Oct-09-2020 10:40:34 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-09-2020 10:36:13 ACVOPFEINFPE000 | auto query Query 1: Opened 'Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) marked as No and 'If
(US & Canada) no sample was
collected or sample
was not collected
according to protocol,
please provide reason'
ismissing. Please
review and update as
appropriate.
Oct-09-2020 10:36:13 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), NO
(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
Oct-09-2020 10:40:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), self nasal swab was collected by volu
(US & Canada) (b) (6) nteer
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 15-Sep-2020 21:53
Site No: 1145

Subject No: 11451063
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

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

Back to Form

[1a

| Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitioner: ~ SPECIAL
(US & Canada) (b) (6) IST

Occurrenceof Visitsor NO
Contacts:

| 1.aPhysician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), SPECIALIST
(US & Canada) (b) (6)

‘ 1.a Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 1b

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time C)) Type of Practitioner EMERGENC
(US & Canada) (b) (6) : Y ROOM

Occurrence of Visit NO
sor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 15-Sep-2020 21:53
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (@), EMERGENCY ROOM
(US & Canada) (b) (6)

‘ 1.b Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 1.c

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitio PRIMARY CAR
(US & Canada) (b) (6) ner: E PHYSICIAN

Occurrenceof Vi NO
sitsor Contacts:

‘ 1.c Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), PRIMARY CARE PHYSICIAN
(US & Canada) (b) (6)

| 1.c Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 1d

| Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), Type of Practitio URGENT CARE
(US & Canada) (b) (6) ner:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 15-Sep-2020 21:53
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

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

Occurrenceof Vi YES
sitsor Contacts:  Number of Visit
sor Contacts:

1

‘ 1.d Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), URGENT CARE
(US & Canada) (b) (6)

| 1.d Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, YES
(US & Canada) (b) (6) Number of Visits or Contacts:

1

| le

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @, Type of Practitio TELEPHONE C
(US & Canada) (b) (6) ner: ONSULTATION

Occurrenceof Vi NO
sitsor Contacts:

‘ 1l.e Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), TELEPHONE CONSULTATION
(US & Canada) (b) (6)

| 1.e Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 1f
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Oct/02/2020

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Type of Practitioner: OTHE
(US & Canada) (b) (6) R
Occurrence of Visitsor Co NO
ntacts:

‘ 1.f Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), OTHER
(US & Canada) (b) (6)

‘ 1.f Occurrence of Visitsor Contacts:

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

‘ Date L ocation User Value Reason
Oct-09-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Oct/02/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials; ---

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

Back to Form

‘ 1. What isthe treatment | dentifier?

| Date L ocation User Value Reason
Oct-09-2020 10:40:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

| 2. Concomitant Non-drug Treatment Pre-specified:

‘ Date L ocation User Value Reason
Oct-09-2020 10:40:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b)

| 3. Treatment:

| Date L ocation User Value Reason
Oct-09-2020 10:40:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Applicable
(US & Canada) (b) (6)

‘ 4. Treatment:

| Date L ocation User Value Reason
Oct-09-2020 10:40:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

| 5. Start Date:

‘ Date L ocation User Value Reason
Oct-09-2020 10:40:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Applicable
(US & Canada) (b) (6)

| 6. Ongoing?

| Date L ocation User Value Reason
Oct-09-2020 10:40:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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
Oct-09-2020 10:43:32 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | POTENTIAL COVID-19 ILLNESS
(US & Canada)

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

‘ Date L ocation User Value Reason
Oct-09-2020 10:43:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 3. Toxicity Grade:

| Date L ocation User Value Reason
Oct-09-2020 10:43:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, 1
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Oct/02/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials; ---

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

Back to Form

‘ 1. Category of Clinical Event:

| Date L ocation User Value Reason
Oct-09-2020 10:47:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

| 2. Subcategory of Clinical Event:

‘ Date L ocation User Value Reason
Oct-09-2020 10:47:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Applicable
(US & Canada) (b) (6)

| 3. Was a diagnosis obtained?

| Date L ocation User Value Reason
Oct-09-2020 10:47:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Applicable
(US & Canada) (b) (6)

‘ 4. Toxicity Grade:

| Date L ocation User Value Reason
Oct-09-2020 10:47:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

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

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

Back to Form

‘ 1. Lab Panel:
| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
| 2. Laboratory Name and Address
‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done
(US & Canada) (b) (6)
| 3. Collection Date:
| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Done
(US & Canada) (b) (6)
‘ 4. Specimen Type:
| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
[5a
‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001

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

Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

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

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

‘ 5.a Sponsor 1D:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.a Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.a Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.a Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5aLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done
(US & Canada) (b) (6)

|5b

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e

Test:: Not Don
e
Result:: Not Don
e
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Header Text: c4591001

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

Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451063
Generated By: (b) (4)

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

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

‘ 5.b Sponsor ID:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.b Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.b Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.b Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5bLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.c

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sponsor-Defined I dentifi Not Don
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
(US& Canada) (b) (4), (b) (6) | er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

‘ 5.c Sponsor ID:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.c Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.c Result:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.c Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.cLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

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

Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451063
Generated By: (b) (4)

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

|5
| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001

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

Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

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

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

‘ 5.d Sponsor ID:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.d Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.d Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.d Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.dLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done
(US & Canada) (b) (6)

| S5.e

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e

Test:: Not Don
e
Result:: Not Don
e
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Header Text: c4591001

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

Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451063
Generated By: (b) (4)

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

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

‘ 5.e Sponsor ID:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.eTest:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.e Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.e Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.eLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

E

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sponsor-Defined I dentifi Not Don
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
(US& Canada) (b) (4), (b) (6) | er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

‘ 5.f Sponsor |1D:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.f Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.f Result:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.f Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5f LNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

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

Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451063
Generated By: (b) (4)

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

‘ 59
| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

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

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

‘ 5.9 Sponsor 1D:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.9 Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.9 Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.g Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.gLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

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

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

Back to Form

‘ 1. Lab Panel:
| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
| 2. Laboratory Name and Address
‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done
(US & Canada) (b) (6)
| 3. Collection Date:
| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Done
(US & Canada) (b) (6)
‘ 4. Specimen Type:
| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
[5a
‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Page 376 of 489

*** Confidential***
FDA-CBER-2021-5683-0808384
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

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

‘ 5.a Sponsor 1D:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.aTest:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.a Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.a Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5aLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done
(US & Canada) (b) (6)

|5b

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e

Test:: Not Don
e
Result:: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

‘ 5.b Sponsor ID:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.b Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.b Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.b Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5bLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.c

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sponsor-Defined I dentifi Not Don
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Oct/02/2020

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

(US & Canada) (b) (4), (b) (6) | er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

‘ 5.c Sponsor ID:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.c Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.c Result:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.c Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.cLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

Form Version: 21-Aug-2020 02:51

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

|5
| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

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

‘ 5.d Sponsor ID:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.d Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.d Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.d Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.dLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done
(US & Canada) (b) (6)

| 5e

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e

Test:: Not Don
e
Result:: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

‘ 5.e Sponsor ID:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.eTest:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.e Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.e Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.eLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

E

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sponsor-Defined I dentifi Not Don
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Oct/02/2020

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1145) Johns Hopkins School of Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

(US & Canada) (b) (4), (b) (6) | er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

‘ 5.f Sponsor |1D:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.f Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.f Result:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.f Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5f LNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/02/2020

Form Version: 21-Aug-2020 02:51

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

‘ 59
| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

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

‘ 5.9 Sponsor 1D:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.9 Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.9 Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.g Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.gLNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done
(US & Canada) (b) (6)

|5h

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sponsor -Defined Identifi Not Don
(US & Canada) (b) (6) er: e

Test:: Not Don
e
Result:: Not Don
e
Page 385 of 489

*** Confidential***
FDA-CBER-2021-5683-0808393




Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

‘ 5.h Sponsor 1D:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.h Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.h Result:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.h Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5h LNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

E

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sponsor-Defined I dentifi Not Don
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Header Text: c4591001

Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

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

Audit Trail History

Form Status: Data Complete, Frozen

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

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

*** Confidential***

(US& Canada) (b) (4), (b) (6) | er: e
Test:: Not Don

e
Result:: Not Don

e
Not Done:: Not Don

e
Lab Normal Range: Not Don

e

Page 387 of 489

FDA-CBER-2021-5683-0808395
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

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

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

Back to Form

| 5.i Sponsor 1D:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done
(US & Canada) (b) (6)

| 5. Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.i Result:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5.i Not Done:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Done
(US & Canada) (b) (6)

| 5.i LNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

B
| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Sponsor -Defined I dentifi Not Don
(US & Canada) (b) (6) er: e

Test:: Not Don
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

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

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

‘ 5.j Sponsor 1D:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 5. Test:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.j Result:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.j Not Done:

| Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Done
(US & Canada) (b) (6)

|5.j LNMT

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

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

Back to Form

‘ 1. Date:
| Date L ocation User Value Reason
Oct-09-2020 10:46:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
| 2a
‘ Date L ocation User Value Reason
Oct-09-2020 10:46:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Record Identifier:: Not D
(US & Canada) (b) (6) one
Systalic:: Not D
one
Diastalic:: Not D
one
Respiratory Ratein respir Not D
ations/minute: one
Heart Rate in beats'minute Not D
: one

| 2.a Record I dentifier:

| Date L ocation User Value Reason
Oct-09-2020 10:46:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Done
(US & Canada) (b) (6)

‘ 2.a Systolic:

| Date L ocation User Value Reason
Oct-09-2020 10:46:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 2.aDiastalic:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1145

Subject No: 11451063

Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

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

‘ 2.a Respiratory Rate in respirations/minute:

| Date L ocation User Value Reason
Oct-09-2020 10:46:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 2.aHeart Rate in beatsminute:

‘ Date L ocation User Value Reason
Oct-09-2020 10:46:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Oct/02/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

Subject No: 11451063
Generated By: (b) (4)

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

Back to Form

‘ 1. Date:

| Date L ocation User Value Reason
Oct-09-2020 10:45:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 2a

‘ Date L ocation User Value Reason
Oct-09-2020 10:45:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Record Identifier:: Not Done
(US& Canada) (0) (6) Oxygen Saturation: Not Done

‘ 2.a Record | dentifier:

| Date L ocation User Value Reason
Oct-09-2020 10:45:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 2.2 SPO2 Pulse Oximetry %

‘ Date L ocation User Value Reason
Oct-09-2020 10:45:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Back to Form

‘ 1. Date Time of Assessment:

| Date L ocation User Value Reason
Oct-09-2020 10:47:43 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

| 2. Arterial Blood Gases PaO2 (mmHg):

‘ Date L ocation User Value Reason
Oct-09-2020 10:47:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Applicable
(US & Canada) (b) (6)

| 3. FiO2 (Fraction of Inhaled Oxygen):

| Date L ocation User Value Reason
Oct-09-2020 10:47:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Applicable
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit

Trail History

Form Status: Data Complete, Frozen

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-09-2020 10:47:29 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

| 2. Category:

‘ Date L ocation User Value Reason
Oct-09-2020 10:47:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Applicable
(US & Canada) (b) (6)

| 3. Concomitant Medications Pre-specified:

‘ Date L ocation User Value Reason
Oct-09-2020 10:47:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Applicable
(US & Canada) (b) (6)

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., I ngredient(s), route, use, formulation).

‘ Date L ocation User Value Reason
Oct-09-2020 10:47:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Applicable
(US & Canada) (b) (6)

‘ 5. Start Date:

| Date L ocation User Value Reason
Oct-09-2020 10:47:29 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

‘ 6. Ongoing?

| Date L ocation User Value Reason
Oct-09-2020 10:47:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Not Applicable
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Header Text: c4591001

Oct/02/2020

Form Version: 06-Jul-2020 21:55
SiteNo: 1145

Subject No: 11451063
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit

Trail History

Form Status: Data Complete, Frozen

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

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

(US & Canada)

(b) (4), (b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/02/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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
Oct-09-2020 10:47:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

| 2. Location of Assessment:

‘ Date L ocation User Value Reason
Oct-09-2020 10:47:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Applicable
(US & Canada) (b) (6)

| 3. Type of Imaging Exam:

| Date L ocation User Value Reason
Oct-09-2020 10:47:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Not Applicable
(US & Canada) (b) (6)

‘ 4, Assessment:

| Date L ocation User Value Reason
Oct-09-2020 10:47:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - 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
Oct-30-2020 15:28:42 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-30-2020 09:48:55 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-30-2020 09:47:48 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis
(UTC-05:00) Eastern Time (autoquery) completed but Date of
(US & Canada) Assessment in the
Signs and Symptoms
formis missing.
Please review and
update as appropriate.
Oct-30-2020 09:47:48 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visit is
(UTC-05:00) Eastern Time (autoquery) completed but Date of
(US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.
Oct-30-2020 09:47:48 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Oct/29/2020
(US & Canada)
|3.COVID-19 IlIness Visit:
| Date L ocation | User ’ Value Reason
Oct-30-2020 09:47:48 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |(COVID_B
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data 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
Oct-30-2020 09:48:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Oct/29/2020
(US & Canada)

| 2. Date of First Symptom Started:

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Oct/27/2020
(US & Canada)

| 3. Symptoms Ongoing?

‘ Date L ocation User Value Reason
Feb-03-2021 04:59:06 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (6) query
(US & Canada)

Feb-02-2021 14:58:03 ACVOPFEINFP6000 | auto query Query 1. Answered New Information

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Feb-02-2021 14:58:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: New Information

(UTC-05:00) Eastern Time (6) NO

(US & Canada) Date of Last Symptom Resolved:

Nov/8/2020

Feb-02-2021 04:57:55 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened Please confirm the

(UTC-05:00) Eastern Time (6) symptoms are still

(US & Canada) ongoing for this
COVID lliness. If al
symptoms for this
illness are resolved;
please update the Last
Symptoms Resolved
Date else clarify.

Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (6) YES

(US & Canada)

4a
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Oct/29/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials; ---

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

Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms: FEVER

(US& Canada) Symptom Present: NO

‘ 4.a Symptoms:

| Date L ocation | User | Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) FEVER
(US & Canada)

| 4.a Was symptom present?

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

|4b

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms. NEW OR INCREASE
(US & Canada) D COUGH

Symptom Pr YES
esent:

‘ 4.b Symptoms:

| Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NEW OR INCREASED COUGH
(US & Canada)

| 4.b Was symptom present?

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada)

[4c

| Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete

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

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

Oct-30-2020 09:48:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptom NEW OR INCREASED S
(US& Canada) s: HORTNESS OF BREAT
H
Symptom NO
Present:

‘ 4.c Symptoms:

| Date L ocation | User | Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NEW OR INCREASED SHORTNES
(US & Canada) S OF BREATH

‘ 4.c Was symptom present?

| Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

| 4d

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms: CHILLS
(US& Canada) Symptom Present: NO

‘ 4.d Symptoms:

| Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) CHILLS
(US & Canada)

| 4.d Was symptom present?

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

‘ 4.e

| Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Oct/29/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Oct-30-2020 09:48:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms: NEW OR INCREASED
(US & Canada) MUSCLE PAIN
Symptom NO
Present:

| 4.e Symptoms:

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NEW OR INCREASED MUSCLE PA
(US & Canada) IN

| 4.e Was symptom present?

‘ Date L ocation | User | Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

|af

| Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms: NEW LOSS OF TAST
(US & Canada) E OR SMELL

Symptom P NO
resent:

| 4.f Symptoms:

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NEW LOSS OF TASTE OR SMELL
(US & Canada)

‘ 4.f Was symptom present?

| Date L ocation | User | Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

|ag

‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

Form Version: 10-Oct-2020 16:02
SiteNo: 1145

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

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

Subject No: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Oct-30-2020 09:48:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms. NEW OR INCREASED
(US & Canada) SORE THROAT
Symptom YES
Present:

| 4.9 Symptoms:

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NEW OR INCREASED SORE THRO
(US & Canada) AT

| 4.9 Was symptom present?

‘ Date L ocation | User | Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada)

‘ 4h

| Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms: DIARRHEA
(US& Canada) Symptom Present: NO

| 4.h Symptoms:

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) DIARRHEA
(US & Canada)

‘ 4.h Was symptom present?

| Date L ocation | User | Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

|ai

‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete

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

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

Oct-30-2020 09:48:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms: VOMITING
(US & Canada) Symptom Present: NO

|4.i Symptoms:

‘ Date L ocation User Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) VOMITING
(US & Canada)

| 4.i Was symptom present?

| Date L ocation | User | Value Reason
Oct-30-2020 09:48:55 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

[5a

| Date L ocation User Value Reason
Oct-30-2020 09:49:11 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms- new or increased sputu
(US & Canada) Other: m production

| 5.a Symptoms - Other Text:

‘ Date L ocation User Value Reason
Oct-30-2020 09:49:11 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) new or increased sputum production
(US & Canada)

|5b

| Date L ocation | User | Value Reason
Oct-30-2020 09:49:25 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms- new or increased nasal
(US & Canada) Other: congestion

‘ 5.b Symptoms - Other Text:

| Date L ocation User Value Reason
Oct-30-2020 09:49:25 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) new or increased nasal congestion
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete

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

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

‘ 5.c
| Date L ocation | User | Value Reason
Oct-30-2020 09:49:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Symptoms-  new or increased nasal
(US & Canada) Other: discharge
‘ 5.c Symptoms - Other Text:
| Date L ocation User Value Reason
Oct-30-2020 09:49:40 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) new or increased nasal discharge
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - Audit Trail

Oct/29/2020
Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Date L ocation User Value Reason
Oct-30-2020 09:51:59 ACVOPFEINFPG000 ((b) (4), (b) |Form Created
(UTC-05:00) Eastern Time (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete

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
Oct-30-2020 09:51:59 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Oct/29/2020
(US & Canada)

| 2. Specimen Type:

‘ Date L ocation User Value Reason
Oct-30-2020 09:51:59 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) SWABBED MATERIAL
(US & Canada)

‘ 3. Specimen Collection Location:

| Date L ocation | User | Value Reason
Oct-30-2020 09:51:59 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NASOPHARY NX
(US & Canada)

| 4. Assay Code and Description:

‘ Date L ocation | User ‘ Value Reason
Oct-30-2020 09:51:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SEVERE ACUTE RESP SYNDROME
(US & Canada) CORONAVIRUS 2

| 5. Device Type:

‘Dale L ocation |User ‘Value Reason
Oct-30-2020 09:51:59 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
(US & Canada)

‘ 6. Trade Name:

| Date L ocation User Value Reason
Oct-30-2020 09:52:15 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Oct-30-2020 09:51:59 ACVOPFEINFP6000 | auto query Query 1: Opened Trade Nameis not

(UTC-05:00) Eastern Time (autoquery) Other, however Trade

(US & Canada) Name Other, Specify
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
Oct/29/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
is completed. Please
verify and correct
inconsi stency.
Oct-30-2020 09:51:59 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) ABBOTT MOLECULAR REALTIM
(US & Canada) E SARS-COV-2 ASSAY

| 7. Test Result:

‘ Date L ocation User Value Reason
Oct-30-2020 09:51:59 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NEGATIVE
(US & Canada)

‘ 9. Trade Name Other, Specify:

| Date L ocation User Value Reason
Oct-30-2020 09:52:15 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (6)

(US & Canada)
Oct-30-2020 09:51:59 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Abbott COVID19 CLIA Lab
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 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
Oct-30-2020 15:28:42 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation | User ‘ Value Reason
Oct-30-2020 15:28:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB_SELF
(US & Canada)

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Oct-30-2020 15:28:56 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Oct-30-2020 15:28:42 ACVOPFEINFPE000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Oct-30-2020 15:28:42 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada) Date of Collection:
Oct/30/2020

‘ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

| Date L ocation | User | Value Reason
Oct-30-2020 15:28:34 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (6)

(US & Canada)
Oct-30-2020 09:56:30 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) waiting for volunteer to arrive for swa
(US & Canada) b
5a
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090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 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
Oct-30-2020 15:28:56 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample|D: CV48014
(US & Canada)

| 5.aSampleID

‘ Date L ocation User Value Reason
Oct-30-2020 15:28:56 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Cv48014
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

Back to Form

‘ 1. Data Origin

| Date L ocation | User ’ Value Reason
Oct-30-2020 09:54:06 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation | User ‘ Value Reason
Oct-30-2020 09:54:06 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Oct-30-2020 09:54:06 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

‘ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

| Date L ocation User Value Reason
Nov-02-2020 14:08:56 ACVOPFEINFP6000 |(b) Query 1: Closed Response sétisfies
(UTC-05:00) Eastern Time 4), query
(US & Canada) (b)

(6)
Nov-02-2020 14:01:38 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-02-2020 14:01:38 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (6) self swab was collected by patient
(US & Canada)
Nov-02-2020 13:50:06 ACVOPFEINFP6000 |(b) Query 1: Reissued:Opened Clinica Query: Per
(UTC-05:00) Eastern Time 4), response, please enter
(US & Canada) (b) 'self swab collected.'

(6)
Nov-02-2020 10:22:35 ACVOPFEINFP6000 |(b) (4), (b) |Query 1. Answered self swab was
(UTC-05:00) Eastern Time (6) collected by the
(US & Canada) patient
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Header Text: c4591001

Oct/29/2020

SiteNo: 1145
Subject No: 11451063
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

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

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

(UTC-05:00) Eastern Time
(US & Canada)

(6) patient had covid test swab was not co
Ilected

Oct-31-2020 20:10:10 ACVOPFEINFPE000 |(b) Query 1: Opened Clinical Query: As
(UTC-05:00) Eastern Time (4), self swab was
(US & Canada) (b) collected, please
(6) update, eg self swab
was collected.
Oct-30-2020 09:54:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

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

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

Back to Form

[1a

| Date L ocation | User | Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Typeof Practitioner: ~ SPECIAL
(US & Canada) IST

Occurrenceof Visitsor NO
Contacts:

| 1.aPhysician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) SPECIALIST
(US & Canada)

‘ 1.a Occurrence of Visits or Contacts:

| Date L ocation | User | Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

‘ 1b

‘ Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Type of Practitioner EMERGENC
(US & Canada) : Y ROOM

Occurrence of Visits NO
or Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

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
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) EMERGENCY ROOM
(US & Canada)

‘ 1.b Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

| 1.c

‘ Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Type of Practition PRIMARY CAR
(US & Canada) er: E PHYSICIAN

Occurrenceof Vis NO
itsor Contacts:

‘ 1.c Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) PRIMARY CARE PHYSICIAN
(US & Canada)

| 1.c Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

‘ 1d

| Date L ocation | User | Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Type of Practitioner: URGENT C
(US & Canada) ARE

Occurrenceof Visitsor NO
Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form Status: Data Complete

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

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

‘ 1.d Physician or Healthcare Professional:

| Date L ocation | User | Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) URGENT CARE
(US & Canada)

‘ 1.d Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

| le

‘ Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Typeof Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION

Occurrenceof VisNO
itsor Contacts:

‘ 1.e Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) TELEPHONE CONSULTATION
(US & Canada)

| 1.e Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

‘ 1f

| Date L ocation | User | Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Type of Practitioner: OTHE
(US & Canada) R

Occurrence of Visitsor Con NO
tacts:
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Header Text: c4591001

Subject No: 11451063
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/29/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine

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

‘ 1.f Physician or Healthcare Professional:

| Date L ocation | User | Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) OTHER

(US & Canada)

‘ 1.f Occurrence of Visitsor Contacts:

‘ Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO

(US & Canada)

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

‘ Date L ocation User Value Reason
Oct-30-2020 09:52:51 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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
Oct-30-2020 09:53:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable
(US & Canada)

| 2. Concomitant Non-drug Treatment Pre-specified:

‘ Date L ocation User Value Reason
Oct-30-2020 09:53:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable
(US & Canada)

| 3. Treatment:

| Date L ocation User Value Reason
Oct-30-2020 09:53:05 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable
(US & Canada)

‘ 4. Treatment:

| Date L ocation User Value Reason
Oct-30-2020 09:53:05 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable
(US & Canada)

| 5. Start Date:

‘ Date L ocation User Value Reason
Oct-30-2020 09:53:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable
(US & Canada)

| 6. Ongoing?

| Date L ocation | User | Value Reason
Oct-30-2020 09:53:05 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/29/2020

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

Subject No: 11451063
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete

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
Oct-30-2020 09:53:46 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | POTENTIAL COVID-19 ILLNESS
(US & Canada)

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

‘ Date L ocation User Value Reason
Oct-30-2020 09:53:46 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

| 3. Toxicity Grade:

| Date L ocation User Value Reason
Oct-30-2020 09:53:46 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) 2
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

on Nov/04/2020

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

Subject No: 11451063

Generated By: (b) (4)

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
Nov-04-2020 10:14.04 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Nov/4/2020
(US & Canada)

| 3. COVID-19 IlIness Visit:

‘ Date L ocation User Value Reason
Nov-04-2020 10:14:04 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(6) COVID_A1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

on Nov/04/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
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
Nov-04-2020 10:14:16 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) [SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation ’User |VaJue Reason
Nov-04-2020 10:14:16 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Nov-04-2020 15:58:49 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Nov-04-2020 10:14:16 ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Nov-04-2020 10:14:16 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada) Date of Collection:
Nov/4/2020

[5a

| Date L ocation | User | Value Reason
Nov-04-2020 15:58:49 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BP1LD4
(US & Canada)

| 5.a SampleID

‘Date |Location ‘User |VaJue ’Reason
Nov-04-2020 15:58:49 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BPILD4
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

on Nov/04/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

‘ (US & Canada) | ‘ | ’

‘ 5b

| Date | L ocation | User |VaJue | Reason
Nov-04-2020 15:59:07 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample | D: BNWAWX

(US & Canada)

| 5.b Sample ID

‘ Date L ocation User Value Reason
Nov-04-2020 15:59:07 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BNW4WX
(US & Canada)

‘ 5.c

| Date L ocation | User | Value Reason
Nov-04-2020 15:59:16 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BNWAWY
(US & Canada)

‘ 5.c Sample D

‘ Date L ocation User Value Reason
Nov-04-2020 15:59:16 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BNW4WY
(US & Canada)

| 5.4

‘ Date L ocation User Value Reason
Nov-04-2020 15:59:23 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample|D: BNW4WZ
(US & Canada)

‘ 5.d Sample 1D

| Date L ocation | User | Value Reason
Nov-04-2020 15:59:23 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(6) BNWAWZ
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail
on Dec/03/2020 History

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: 11451063 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
Dec-03-2020 10:09:39 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Dec/3/2020
(US & Canada)

| 3. COVID-19 IlIness Visit:

‘ Date L ocation User Value Reason
Dec-03-2020 10:09:39 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) CovID_B1
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

on Dec/03/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Audit Trail Hi

story

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
Dec-03-2020 10:09:53 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation | User ‘ Value Reason
Dec-03-2020 10:09:53 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Dec-03-2020 13:59:00 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Dec-03-2020 10:09:53 ACVOPFEINFPE000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Dec-03-2020 10:09:53 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada) Date of Collection:
Dec/3/2020

[5a

| Date L ocation | User | Value Reason
Dec-03-2020 13:59:00 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BNW4VV
(US & Canada)

| 5.a SampleID

‘ Date ‘ L ocation | User | Value ‘ Reason
Dec-03-2020 13:59:00 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BNWA4VV
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

on Dec/03/2020

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

‘ (US & Canada) ‘ | | ‘

‘ 5b

| Date | L ocation | User |Value ‘ Reason
Dec-03-2020 13:59:34 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BRD6M8

(US & Canada)

| 5.b Sample ID

‘ Date L ocation User Value Reason
Dec-03-2020 13:59:34 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BRD6M8
(US & Canada)

‘ 5.c

| Date L ocation | User | Value Reason
Dec-03-2020 13:59:48 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BNW4VW
(US & Canada)

‘ 5.c Sample D

‘ Date L ocation User Value Reason
Dec-03-2020 13:59:48 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BNW4VW
(US & Canada)

| 5.4

‘ Date L ocation User Value Reason
Dec-03-2020 13:59:57 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample ID: BNW4V X
(US & Canada)

‘ 5.d Sample 1D

| Date L ocation | User | Value Reason
Dec-03-2020 13:59:57 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(6) BNW4VX
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29
Site No: 1145

Subject No: 11451063

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

Back to Form

| 1. Date of Completion/Discontinuation/Death :

‘ Date L ocation User Value Reason
Jan-07-2021 09:54:24 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Jan/7/2021
(US & Canada)

‘ 2. Phase of Disposition:

| Date L ocation | User | Value Reason
Jan-07-2021 09:54:24 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | VACCINATION
(US & Canada)

| 3. Status:

‘ Date L ocation User Value Reason
Jan-07-2021 09:54:24 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) COMPLETED

(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Form Created
(UTC-05:00) Eastern Time Talaat
(US & Canada) (b) (4)
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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: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Date L ocation User Value Reason
Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Form Created
(UTC-05:00) Eastern Time Talaat
(US & Canada) (b) (4)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Date L ocation User Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Form Created
(UTC-05:00) Eastern Time Talaat
(US & Canada) (b) (4)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451063
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

Back to Form

‘ 1. Category:
| Date L ocation | User ‘ Value Reason
Sep-29-2020 16:30:08 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |ADVERSE EVENT
(US & Canada)
‘ 2. AE ID:
| Date L ocation | User ‘ Value Reason
Sep-29-2020 16:30:08 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (1
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Oct-05-2020 13:08:29 ACVOPFEINFPE000 | Quan Jason | Query 2: Closed Response satisfies
(UTC-05:00) Eastern Time Gong query
(US & Canada) (b) (4)
Oct-02-2020 20:27:41 ACVOPFEINFP6000 | Quan Jason | Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Gong query
(US & Canada) (b) (4)
Oct-02-2020 18:51:21 ACVOPFEINFP6000 | Kawsar Query 2: Answered no, muscle twitching
(UTC-05:00) Eastern Time Talaat doesn't need to be
(US & Canada) (b) (4 added
Oct-02-2020 18:48:03 ACVOPFEINFP6000 | Kawsar Query 1: Answered Thank you! Will put
(UTC-05:00) Eastern Time Talaat dizzinessin (I tried
(US & Canada) (b) (4) before but apparently
didn't save). Also,
twitching was what the
neurologist called
paresthesias of skin, so
no need to add as a
second AE
Oct-02-2020 14:27:12 ACVOPFEINFPE000 | Quan Jason | Query 2: Opened GPDClin: Please also
(UTC-05:00) Eastern Time Gong assess if muscle
(US & Canada) (b) (4 twitching also needs to
be added as an AE.
Oct-01-2020 15:11:40 ACVOPFEINFPE000 | Quan Jason | Query 1: Reissued:Opened GPDClin: Thank you!
(UTC-05:00) Eastern Time Gong Asyou responded,
(US & Canada) (b) (4) please add dizzinessin
the AE log.
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

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-01-2020 10:38:42
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

Kawsar Query 1. Answered
Talaat

(b) (4)

The symptom of
twitching iswhat |
wrote when | spoke
with the volunteer by
phone while she was
hospitalized, not a
diagnosis. The
diagnosis "Paresthesias
of skin" was the
discharge diagnosis
from the hospital
records. | will add
dizziness.

Sep-30-2020 20:49:33
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

Quan Jason | Query 1: Opened
Gong
(b) (4)

GPDClin: Per SAE
report, the paresthesia
was resolved by the
time of hospitalization
and the causes for
hospitalization were
intermittent twitching

which progressed and
2 episodes of
dizziness. Please add
those AEs and clarify
the SAE(s).

Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry

(UTC-05:00) Eastern Time Talaat Paresthesias of Skin

(US & Canada) (b) (4)

‘ 4. Start Date Time:
‘ Date L ocation | User | Value Reason

Oct-06-2020 06:58:36 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

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

(US & Canada)

Oct-03-2020 08:56:34 ACVOPFEINFP6000 |(b) (4), Query 1. Reissued:Candidate pending SDB update

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

(US & Canada)

Oct-02-2020 18:51:01 ACVOPFEINFP6000 | Kawsar Query 1: Answered I will submit an

(UTC-05:00) Eastern Time Talaat updated SAE report.

(US & Canada) (b) (4)

Oct-02-2020 08:15:18 ACVOPFEINFPG000 |(b) (4), Query 1: Reissued:Opened SAE RECON 1: No

(UTC-05:00) Eastern Time (b) (6) change madein AE

(US & Canada) CRF and SDB data.
onset dateis till
21Sep2020 in AE CRF
but 24Sep2020 in SDB
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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: 11451063 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
data. Please confirm
correct Onset Date. If
safety updateis
required, please submit
afollow-up SAE form.

Oct-01-2020 10:41:23 ACVOPFEINFP6000 | Kawsar Query 1: Answered Changed data per query

(UTC-05:00) Eastern Time Talaat

(US & Canada) (b) (4)

Oct-01-2020 05:48:17 ACVOPFEINFPG000 |(b) (4), Query 1: Opened SAE RECON:

(UTC-05:00) Eastern Time (b) (6) AER#2020373981

(US & Canada)

Sep-30-2020 13:58:49 ACVOPFEINFPE000 | Kawsar Data Entry: after instruction from

(UTC-05:00) Eastern Time Talaat Sep/21/2020 UNK:UNK Sponsor

(US & Canada) (b) (4)

Sep-29-2020 16:30:08 ACVOPFEINFPE000 | Kawsar Data Entry: Initial Entry

(UTC-05:00) Eastern Time Talaat Sep/24/2020 UNK:UNK

(US & Canada) (b) (4)

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO

(US & Canada) (b) (4) End Date Time:

Sep/28/2020 UNK:UNK

‘ 6. Toxicity Grade:

| Date L ocation User Value Reason
Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initia Entry
(UTC-05:00) Eastern Time Talaat 3

(US & Canada) (b) (4)

7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Sep-30-2020 06:24:07 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

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

Subject No: 11451063 Subject Initials: ---

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

Sep-29-2020 16:30:08 ACVOPFEINFP6000 |autoquery |Query 1: Candidate For AE Paresthesias of

(UTC-05:00) Eastern Time (autoquery) Skin: Responseto "ls

(US & Canada) the adverse event
serious?’ is'Yes but
"Serious Adverse
Event Number" is
blank.

Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry

(UTC-05:00) Eastern Time Talaat YES

(US & Canada) (b) (4) Is this serious event associated with ¢

ongenital anomaly or birth defect?
NO

Did this serious event result in death
?

NO

Did this serious event require or prol
ong hospitalization?

YES
Did this serious event result in persis
tent or significant disability/incapacit
y?

NO
Isthis serious event life threatening?

NO

Other medically important serious ev
ent

NO

8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.

| Date L ocation User Value Reason
Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initia Entry
(UTC-05:00) Eastern Time Talaat NO

(US & Canada) (b) (4)

| 9. Isthis event related to study treatment:

‘ Date L ocation User Value Reason
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Oct-28-2020 08:55:19 ACVOPFEINFP6000 | Juleen Query 1: Closed Response satisfies

(UTC-05:00) Eastern Time Gayed query

(US & Canada) (b) (4

Oct-27-2020 09:46:52 ACVOPFEINFPE000 |(b) (4), (b) |Query 1. Answered Changed data per

(UTC-05:00) Eastern Time (6) query

(US & Canada)

Oct-02-2020 09:15:10 ACVOPFEINFP6000 | Juleen Query 1: Reissued:Opened Clin: asthe

(UTC-05:00) Eastern Time Gayed cyclobenzaprineis not

(US & Canada) (b) (4) aprohibited con med it
does not need to be
recorded in the CRF,
thank you for your
assistance with this
query

Oct-01-2020 10:44:55 ACVOPFEINFP6000 | Kawsar Query 1: Answered | have added the

(UTC-05:00) Eastern Time Talaat steroids into the

(US & Canada) (b) (4) prohibited conmed
form; where do | put
the cyclobenzaprine?

Oct-01-2020 09:58:26 ACVOPFEINFPE000 | Juleen Query 1: Reissued:Opened Clin: Thank you if the

(UTC-05:00) Eastern Time Gayed con med was used

(US & Canada) (b) (4) during the study and
fulfilsthe criteria
stated in the study
protocol section 6.5.1
then please record in
the con med page (not
the con vax page). If
not then please list the
meds hereasa
response to the query.

Sep-30-2020 14:00:40 ACVOPFEINFP6000 | Kawsar Query 1: Answered | had entered the

(UTC-05:00) Eastern Time Talaat conmedsin the

(US & Canada) (b) (4) conmed log, but have
moved them to a
comment in thisform;
please let me know if
there is another place
they should be.

Sep-30-2020 10:12:47 ACVOPFEINFP6000 | Juleen Query 1: Opened Clin: Please provide

(UTC-05:00) Eastern Time Gayed the names of the con

(US & Canada) (b) (4) meds that |ed to this
AE

Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry

(UTC-05:00) Eastern Time Talaat NOT RELATED

(US & Canada) (b) (4) If Not Related to study treatment(s),
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this event is due to:

CONCOMITANT DRUG TREAT

MENT
‘ 10. Latest Action Taken with Study Treatment:
‘ Date L ocation User Value Reason

Oct-01-2020 15:06:42 ACVOPFEINFP6000 | QuanJason | Query 2: Closed Response satisfies

(UTC-05:00) Eastern Time Gong query

(US & Canada) (b) (4)

Oct-01-2020 10:41:04 ACVOPFEINFP6000 | auto query Query 2: Answered clarification on

(UTC-05:00) Eastern Time (autoquery) instructions from query

(US & Canada)

Oct-01-2020 10:41:04 ACVOPFEINFP6000 | Kawsar Data Entry: clarification on

(UTC-05:00) Eastern Time Talaat NOT APPLICABLE instructions from query

(US & Canada) (b) (4)

Oct-01-2020 04:21:50 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

(US & Canada)

Sep-30-2020 21:01:51 ACVOPFEINFP6000 | Quan Jason | Query 2: Opened GPDClin: 1) If thereis

(UTC-05:00) Eastern Time Gong no plan to withdraw the

(US & Canada) (b) (4) 2nd dose, please make
the change of this
entry; 2)What was the
dose for steroids?
Steroids <20mg/d
(prednisone equivalent)
is not considered
immunosuppressive
and not require dose
delay (Protocol 6.5.1.)

Sep-30-2020 12:37:55 ACVOPFEINFPE000 |(b) (4), (b) |Query 1. Answered Drug is not withdrawn.

(UTC-05:00) Eastern Time (6) Deferred second dose

(US & Canada) until 28 days after
completion of steroids
per protocol , last day
09/24/2020

Sep-30-2020 05:06:49 ACVOPFEINFPG000 |(b) (4), Query 1: Opened clinical query: if drug

(UTC-05:00) Eastern Time (b) (6) was permanently

(US & Canada) withdrawn then EOT
page should be
completed. Please note
that if subject
definitively withdrew
study intervention can
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remain in the study to
be followed up for
safety, immunogenicity

and efficacy.
Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat DRUG WITHDRAWN
(US & Canada) (b) (4)

| 11. Was a Concomitant Medication given?

‘ Date L ocation User Value Reason
Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat YES
(US & Canada) (b) (4)

‘ 12. Was a Non-Drug Treatment given?

| Date L ocation User Value Reason
Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initia Entry
(UTC-05:00) Eastern Time Talaat NO
(US & Canada) (b) (4)

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

‘ Date L ocation User Value Reason
Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat RECOVERED/RESOLVED
(US & Canada) (b) (4)

| 14. Did the adverse event cause the subject to be discontinued from the study?

| Date L ocation User Value Reason
Sep-29-2020 16:30:08 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO
(US & Canada) (b) (4)

‘ 15. Serious Adverse Event Number: For Pfizer Use Only

|Date L ocation |User |Value Reason
Sep-30-2020 06:24:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(b) (6) 2020373981
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Back to Form

‘ 1. Category:

| Date L ocation | User | Value Reason
Sep-29-2020 16:36:59 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |ADVERSE EVENT
(US & Canada)

| 2. AE ID:

‘ Date L ocation | User ‘ Value Reason
Sep-29-2020 16:36:59 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Oct-27-2020 15:37:36 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (6) disc herniation

(US & Canada)

Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat back pain

(US & Canada) (b) (4)

‘ 4, Start Date Time:

| Date L ocation User Value Reason
Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat Sep/14/2020 UNK:UNK
(US & Canada) (b) (4)

| 5. Isthe adverse event still ongoing?

‘ Date L ocation User Value Reason
Sep-29-2020 16:37:09 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat YES
(US & Canada) (b) (4)

‘ 6. Toxicity Grade:
| Date L ocation User Value Reason
Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Data Entry: Initia Entry
(UTC-05:00) Eastern Time Talaat 2

Page 435 of 489

*** Confidential***

FDA-CBER-2021-5683-0808443




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063

Generated By: (b) (4)

Form Status: Data Complete

Subject Initials: ---

Site Name: (1145) Johns Hopkins School of Medicine

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

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

(US & Canada) | (b) (4) |

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

medical/surgical intervention to prevent above outcomes).

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

Date L ocation User Value Reason
Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO

(US & Canada) (b) (4)

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
Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO
(US & Canada) (b) (4)

| 9. Isthis event related to study treatment:

| Date L ocation User Value Reason
Oct-28-2020 ACVOPFEINFP6000 Giselle Cadtillo Query 2: Closed | Appreciate the
10:53:55 (b) (4) response. Thank
(UTC-05:00) you.

Eastern Time

(US & Canada)

Oct-27-2020 ACVOPFEINFP6000 (b) (4), (b) Query 2: Answe | term is updated
15:37:55 (6) red according to the
(UTC-05:00) query

Eastern Time

(US & Canada)

Oct-27-2020 ACVOPFEINFP6000 Giselle Cadtillo Query 2: Reissu | Response does
11:36:48 (b) (4) ed:Opened not satisfy query
(UTC-05:00)

Eastern Time

(US & Canada)

Oct-27-2020 ACVOPFEINFP6000 auto query Query 2: Answe | Transcription
09:47:58 (autoquery) red Error
(UTC-05:00)

Eastern Time

(US & Canada)
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Oct-27-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Transcription
09:47:58 (6) NOT RELATE | Error
(UTC-05:00) D
Eastern Time If Not Related
(US & Canada) to study treatm
ent(s), thiseve
ntisdueto:
OTHER
If Other, sp
ecify:
Disc Hern
iation at L
5-S1
Oct-09-2020 ACVOPFEINFP6000 Giselle Cadtillo Query 2: Reissu | Inthecase
15:02:07 (b) (4) ed:Opened narrative on
(UTC-05:00) Argusis
Eastern Time recorded that
(US & Canada) "MRI of the
spine showed
disc herniation
at L5-S1". If this
isanew
diagnosis, please
consider
updating event
term. Thank
you.
Oct-09-2020 ACVOPFEINFP6000 auto query Query 2: Answe | Transcription
14:51:09 (autoquery) red Error
(UTC-05:00)
Eastern Time
(US & Canada)
Oct-09-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Transcription
14:51:09 NOT RELATE | Error
(UTC-05:00) D
Eastern Time If Not Related
(US & Canada) to study treatm
ent(s), thiseve
nt isdueto:
OTHER
If Other, sp
ecify:
BACK PA
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete

IN
Oct-04-2020 ACVOPFEINFPGE000 (b) (4), (b) Query 1: Closed | Similar query
03:14:46 (6) present.
(UTC-05:00)
Eastern Time
(US & Canada)
Oct-02-2020 ACVOPFEINFP6000 Giselle Castillo Query 2: Opene | Please confirm
17:02:56 (b) (4) d if disc herniation
(UTC-05:00) is part of Med
Eastern Time hx. Inthe caseis
(US & Canada) anew event,
please consider
updating event
term to the final
diagnosis.
Oct-01-2020 ACVOPFEINFP6000 Kawsar Talaat Query 1: Answe || am not sure
10:46:58 (b) (4 red what this query
(UTC-05:00) is requesting.
Eastern Time The reason she
(US & Canada) had back painis
duetoa
herniated disc.
Oct-01-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: Opene | Please review
08:57:39 (b) (4) d "If not related to
(UTC-05:00) study treatment
Eastern Time other" field, the
(US & Canada) following text
wasindicated in
the comment
field [herniated
disc]. Any
symptoms, AEs
or other key data
should be
collected on the
appropriate
page. If thisis
aready in the
predefined list
above please
choose the
appropriate
vaue. Please
review and
update as
necessary.
(b) (4)
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Sep-29-2020 ACVOPFEINFP6000 Kawsar Talaat Data Entry: Initial Entry
16:36:59 (b) (4) NOT RELATE
(UTC-05:00) D
Eastern Time If Not Related
(US & Canada) to study treatm
ent(s), thiseve
ntisdueto:
OTHER
If Other, sp
ecify:
herniated
disc

| 10. Latest Action Taken with Study Treatment:

‘ Date L ocation User Value Reason
Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NOT APPLICABLE
(US & Canada) (b) (4)

| 11. Was a Concomitant Medication given?

| Date L ocation User Value Reason
Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat YES
(US & Canada) (b) (4)

‘ 12. Was a Non-Drug Treatment given?

| Date L ocation User Value Reason
Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO
(US & Canada) (b) (4)

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

‘ Date L ocation User Value Reason
Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat RECOVERING/RESOLVING
(US & Canada) (b) (4)

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

| Date L ocation

User Value Reason

Page 439 of 489

*** Confidential***
FDA-CBER-2021-5683-0808447



090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

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

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

Sep-29-2020 16:36:59 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO
(US & Canada) (b) (4)
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Back to Form

‘ 1. Category:

| Date L ocation | User ‘ Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ADVERSE EVENT
(US & Canada)

| 2. AE ID:

‘ Date L ocation | User ‘ Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (3
(US & Canada)

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

‘ Date L ocation User Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat dizziness
(US & Canada) (b) (4

| 4. Start Date Time:

‘ Date L ocation User Value Reason
Oct-20-2020 14:25:43 ACVOPFEINFP6000 | QuanJason | Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Gong query
(US & Canada) (b) (4)

Oct-20-2020 12:09:21 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Oct-20-2020 12:09:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error

(UTC-05:00) Eastern Time (6) Sep/24/2020 UNK:UNK

(US & Canada)

Oct-05-2020 16:55:01 ACVOPFEINFPE000 | QuanJason | Query 1: Opened GPDClin: A minor

(UTC-05:00) Eastern Time Gong discrepancy vs. SAE

(US & Canada) (b) (4) report in which the
onset date was 24/Sep
/2020. Please make
correction
accordingly.

Oct-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry

(UTC-05:00) Eastern Time Talaat Sep/23/2020 UNK:UNK
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| (US & Canada) | |(b) (4) | |

| 5. Isthe adverse event still ongoing?

‘Date ’Location |User |VaJue |Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO
(US & Canada) (b) (4) End Date Time:

Sep/25/2020 UNK:UNK

‘ 6. Toxicity Grade:

| Date L ocation User Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initia Entry
(UTC-05:00) Eastern Time Talaat 2

(US & Canada) (b) (4)

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-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO

(US & Canada) (b) (4

8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.

| Date L ocation User Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFPE000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO
(US & Canada) (b) (4)

| 9. Isthis event related to study treatment:

‘ Date L ocation User Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NOT RELATED
(US & Canada) (b) (4) If Not Related to study treatment(s), t

his event is dueto:

CONCOMITANT DRUG TREAT
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| | | | wmenT |

| 10. Latest Action Taken with Study Treatment:

‘Dale ’Location |User |VaJue |Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NOT APPLICABLE
(US & Canada) (b) (4)

‘ 11. Was a Concomitant Medication given?

| Date L ocation User Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO

(US & Canada) (b) (4)

| 12. Was a Non-Drug Treatment given?

‘ Date L ocation User Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO
(US & Canada) (b) (4)

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

| Date L ocation User Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat RECOVERED/RESOLVED

(US & Canada) (b) (4)

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

| Date L ocation User Value Reason
Oct-02-2020 18:49:38 ACVOPFEINFPE000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat NO
(US & Canada) (b) (4)
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Back to Form

| 1. Category:

‘ Date L ocation User Value Reason
Oct-09-2020 14:53:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

‘ 2. Medication Error (Type of Medication Error):

| Date L ocation User Value Reason
Oct-09-2020 14:53:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

‘ 3. Start Date:

| Date L ocation User Value Reason
Oct-09-2020 14:53:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

| 4. 1sthe medication error still ongoing?

‘ Date L ocation User Value Reason
Oct-09-2020 14:53:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

‘ 5. Latest Action Taken with Study Treatment:

| Date L ocation User Value Reason
Oct-09-2020 14:53:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

‘ 6. Was a Concomitant Medication given?

‘ Date L ocation User Value Reason
Oct-09-2020 14:53:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Applicable
(US & Canada) (b) (6)
| 7. Was a Non-Drug Treatment given?
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11451063
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

| Date L ocation User Value Reason
Oct-09-2020 14:53:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

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

‘ Date L ocation User Value Reason
Oct-09-2020 14:53:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

| 9. Was this medication error associated with any adverse events?

‘ Date L ocation User Value Reason
Oct-09-2020 14:53:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

‘ 10. Serious Adverse Event Number: For Pfizer Use Only

| Date L ocation User Value Reason
Oct-09-2020 14:53:40 ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)
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Header Text: 4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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
Oct-26-2020 11:21:36 ACVOPFEINFPG000 ((b) (4), (b) |Form Deleted Transcription
(UTC-05:00) Eastern Time (6) Error
(US & Canada)
Oct-20-2020 09:33:51 ACVOPFEINFP6000 ((b) (4), (b) |Form Undeleted Transcription
(UTC-05:00) Eastern Time (6) Error
(US & Canada)
Oct-14-2020 10:14:58 ACVOPFEINFPG000 |(b) (4), (b) | Form Deleted Transcription
(UTC-05:00) Eastern Time (6) Error
(US & Canada)
Oct-14-2020 10:13:57 ACVOPFEINFPE000 ((b) (4), (b) |Form Undeleted Transcription
(UTC-05:00) Eastern Time (6) Error
(US & Canada)
Oct-02-2020 15:56:55 ACVOPFEINFP6000 | Kawsar Form Deleted Changed
(UTC-05:00) Eastern Time Talaat Information
(US & Canada) (b) (4)
Sep-29-2020 16:30:44 ACVOPFEINFP6000 | Kawsar Form Created
(UTC-05:00) Eastern Time Talaat
(US & Canada) (b) (4)
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Audit Trail
Form Version: 22-Apr-2020 21:03 Form Status:
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
*** THISREPEATING FORM HASBEEN DELETED ***
Back to Form
Date L ocation User Value Reason
Oct-30-2020 15:43:43 ACVOPFEINFP6000 |(b) (4), (b) | Form Deleted Transcription
(UTC-05:00) Eastern Time (6) Error
(US & Canada)
Oct-30-2020 15:41:32 ACVOPFEINFPE000 ((b) (4), (b) |Form Undeleted Transcription
(UTC-05:00) Eastern Time (6) Error
(US & Canada)
Oct-30-2020 15:39:53 ACVOPFEINFPG000 ((b) (4), (b) |Form Deleted Transcription
(UTC-05:00) Eastern Time (6) Error
(US & Canada)
Oct-30-2020 15:39:29 ACVOPFEINFP6000 ((b) (4), (b) |Form Undeleted Transcription
(UTC-05:00) Eastern Time (6) Error
(US & Canada)
Oct-28-2020 10:51:56 ACVOPFEINFP6000 |(b) (4), (b) | Form Deleted Transcription
(UTC-05:00) Eastern Time (6) Error
(US & Canada)
Oct-28-2020 10:51:22 ACVOPFEINFP6000 ((b) (4), (b) |Form Undeleted Transcription
(UTC-05:00) Eastern Time (6) Error
(US & Canada)
Oct-02-2020 15:57:22 ACVOPFEINFP6000 | Kawsar Form Deleted Changed
(UTC-05:00) Eastern Time Talaat Information
(US & Canada) (b) (4)
Sep-29-2020 16:32:31 ACVOPFEINFP6000 | Kawsar Form Created
(UTC-05:00) Eastern Time Talaat
(US & Canada) (b) (4)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
eCRF Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, 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. What is the medication identifier?

‘ Date L ocation | User ‘ Value Reason
Oct-26-2020 11:21:17 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-20-2020 09:33:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Done

(US & Canada)

Sep-30-2020 11:21:30 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Sep-29-2020 16:30:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (1

(US & Canada)

‘ 2. Category:

‘ Date L ocation | User ‘ Value Reason
Oct-26-2020 11:21:17 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-20-2020 09:33:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Done

(US & Canada)

Sep-30-2020 11:21:30 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Sep-29-2020 16:30:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | VACCINATIONS

(US & Canada)

‘ 3. Concomitant Medications Pre-specified:

| Date L ocation | User | Value Reason
Oct-26-2020 11:21:17 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)
Oct-20-2020 09:33:36 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Done

Page 448 of 489

*** Confidential***
FDA-CBER-2021-5683-0808456




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1145

Subject No: 11451063
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1145) Johns Hopkins School of Medicine

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

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -

*** THISREPEATING FORM HASBEEN DELETED ***

(US & Canada) | |

Sep-30-2020 11:21:30 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Sep-29-2020 16:30:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |NO

(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-26-2020 ACVOPFEINFPE000 (b) (4), (b) Data Entry: Initial Entry
11:21:17 (6)

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-20-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2: Close | Discrepancy
10:53:06 (b) (4) d has been
(UTC-05:00) closed.
Eastern Time

(US & Canada)

Oct-20-2020 ACVOPFEINFPE000 (b) (4), (b) Data Entry: Initial Entry
09:33:36 (6) Not Done

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-14-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry
10:18:29 (6) Not Applicable

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-02-2020 ACVOPFEINFP6000 (b) (4), (b) Query 2: Reiss | If not reporting
08:05:50 (6) ued:Opened concomitant
(UTC-05:00) medications,
Eastern Time please delete
(US & Canada) thislog line.
Oct-01-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Close | Response
04:24:29 d satisfies query
(UTC-05:00)

Eastern Time

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1145

Subject No: 11451063
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1145) Johns Hopkins School of Medicine

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

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -

*** THISREPEATING FORM HASBEEN DELETED ***

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000 Kawsar Talaat Query 2: Answ | Changed data

14:01:35 (b) (4) ered per query

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2: Open | Null Term:

13:27:07 (b) (4) ed Verbatim term

(UTC-05:00) must not be

Eastern Time null/blank.

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000 auto query (autoquery) | Query 1: Answ | Transcription

11:21:30 ered Error

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Transcription

11:21:30 (6) Error

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Open |clinica

04:47:50 ed query:please

(UTC-05:00) note that this

Eastern Time page should be

(US & Canada) used only to
record
vaccination
other than the
study
vaccination.
Please remove
this entry.
Thanks

Sep-29-2020 ACVOPFEINFP6000 Kawsar Talaat Data Entry: clarification

16:31:38 (b) (4) Solumedrol do

(UTC-05:00) se pack 24 mg

Eastern Time to 4 mg taperin

(US & Canada) g dose

Sep-29-2020 ACVOPFEINFP6000 Kawsar Talaat Data Entry: Initial Entry

16:30:44 (b) (4) Medrol Dose P

(UTC-05:00) ack

Eastern Time
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
eCRF Audit Trail History

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

‘ (US & Canada) ’ | ’ |

‘ 5. Date:

‘ Date ‘ L ocation | User ‘Value ’ Reason
Oct-26-2020 11:21:17 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (6)

(US & Canada)
Oct-20-2020 09:33:36 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Done
(US & Canada)
Oct-09-2020 14:54:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)
Sep-30-2020 14:03:21 ACVOPFEINFPE000 |Kawsar Talaat |Data Entry: removing data
(UTC-05:00) Eastern Time (b) (4)
(US & Canada)
Sep-29-2020 16:30:44 ACVOPFEINFP6000 | Kawsar Talaat | Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Sep/19/2020
(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
eCRF Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, 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. What is the medication identifier?

‘ Date L ocation | User | Value Reason
Oct-30-2020 15:42:09 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)

Oct-28-2020 10:51:37 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-27-2020 09:50:03 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Applicable

(US & Canada)

Sep-30-2020 11:22:08 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Sep-29-2020 16:32:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2

(US & Canada)

‘ 2. Category:

| Date L ocation | User | Value Reason
Oct-30-2020 15:42:09 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | VACCINATIONS
(US & Canada)

Oct-28-2020 10:51:37 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)
Oct-27-2020 09:50:03 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Applicable
(US & Canada)
Sep-30-2020 11:22:08 ACVOPFEINFP6000 |autocalc Data Entry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)
Sep-29-2020 16:32:31 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | VACCINATIONS
(US & Canada)
3. Concomitant Medications Pre-specified:
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
eCRF Audit Trail History

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation | User | Value Reason
Oct-30-2020 15:42:09 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |NO

(US & Canada)

Oct-28-2020 10:51:37 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-27-2020 09:50:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Applicable

(US & Canada)

Sep-30-2020 11:22:08 ACVOPFEINFP6000 |autocalc Data Entry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Sep-29-2020 16:32:31 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |NO

(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., I ngredient(s), route, use, formulation).

Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 (b) (4), (b) Query 2: Close | Response
10:16:58 (6) d satisfies query
(UTC-05:00)

Eastern Time

(US & Canada)

Oct-30-2020 ACVOPFEINFP6000 auto query (autoquery) | Query 2: Answ | Initial Entry
15:42:09 ered

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-30-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry:. Initial Entry
15:42:09 (6) no conmev vax

(UTC-05:00) isgiven

Eastern Time

(US & Canada)

Oct-28-2020 ACVOPFEINFPE000 (b) (4), (b) Data Entry: Initial Entry
10:51:37 (6)

(UTC-05:00)

Eastern Time
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1145

Subject No: 11451063
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1145) Johns Hopkins School of Medicine

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

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -

*** THISREPEATING FORM HASBEEN DELETED ***

(US & Canada)

Oct-27-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry

09:50:03 (6) Not Applicable

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-02-2020 ACVOPFEINFP6000 (b) (4), (b) Query 2: Reiss | If not reporting

08:06:22 (6) ued:Opened concomitant

(UTC-05:00) medications,

Eastern Time please delete

(US & Canada) thislog line.

Oct-01-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Close | Response

04:20:50 d satisfies query

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000 Kawsar Talaat Query 2: Answ | Changed data

14:01:54 (b) (4) ered per query

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2: Open | Null Term:

13:26:54 (b) (4) ed Verbatim term

(UTC-05:00) must not be

Eastern Time null/blank.

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000 auto query (autoquery) | Query 1: Answ | Transcription

11:22:08 ered Error

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000 (b) (4), (b) DataEntry: | Transcription

11:22:08 (6) Error

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Open | clinica

04:49:08 ed query:please

(UTC-05:00) note that this

Eastern Time page should be

(US & Canada) used only to
record
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
eCRF Audit Trail History

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

vaccination
other than the
study
vaccination.
Please remove
this entry.
Thanks

Sep-29-2020 ACVOPFEINFP6000 Kawsar Talaat Data Entry: Initial Entry

16:32:31 (b) (4) Cyclobenzapri

(UTC-05:00) ne 10 mg oral

Eastern Time daily

(US & Canada)

| 5. Date:

‘ Date L ocation User Value Reason
Oct-28-2020 10:51:37 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6)

(US & Canada)
Oct-27-2020 09:50:03 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable
(US & Canada)
Oct-02-2020 03:18:10 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)
Oct-01-2020 09:20:09 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-01-2020 09:20:09 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (6)
(US & Canada)
Oct-01-2020 04:25:11 ACVOPFEINFPE000 |(b) (4), Query 1: Opened clinical query: please
(UTC-05:00) Eastern Time (b) (6) remove the date as
(US & Canada) well. Thanks
Sep-29-2020 16:32:31 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat Sep/19/2020
(US & Canada) (b) (4)
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Header Text: 4591001
Visit: Logs - Unscheduled

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit Trail
Form Version: 22-Apr-2020 21:03 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
Oct-09-2020 14:52:22 ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-05:00) Eastern Time (4), Error
(US & Canada) (b) (6)
Oct-01-2020 10:43:38 ACVOPFEINFP6000 | Kawsar Talaat |Form Created
(UTC-05:00) Eastern Time (b) (4)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit Trail
History

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

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

Subject No: 11451063 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

| 1. What is the medication identifier?

‘ Date L ocation | User ‘ Value Reason
Oct-01-2020 10:43:38 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |1
(US & Canada)

| 2. Category:

‘ Date L ocation User Value Reason
Oct-01-2020 10:43:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat CORTICOSTEROIDS
(US & Canada) (b) (4)

‘ 3. Concomitant Medications Pre-specified:

| Date L ocation | User ’ Value Reason
Oct-01-2020 10:43:38 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |NO
(US & Canada)
4. Medication:

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

| Date L ocation User Value Reason
Oct-01-2020 10:43:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initia Entry
(UTC-05:00) Eastern Time Talaat Methylprednisolone
(US & Canada) (b) (4)
‘ 5. Dose:
| Date L ocation User Value Reason
Oct-12-2020 04:06:29 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)
Oct-09-2020 14:52:22 ACVOPFEINFP6000 |auto query | Query 1: Answered Transcription Error
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-05-2020 10:09:16 ACVOPFEINFPG000 |(b) (4), Query 1: Opened clinical query: Please
(UTC-05:00) Eastern Time (b) (6) note that per section
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit Trail
History

Form Status: Data Complete, Deleted, Verified

Site Name: (1145) Johns Hopkins School of Medicine

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

(US & Canada)

(b) (4), (b) (6) 6.5.1 of the protocol
receipt of systemic
corticosteroids (=20
mg/day of prednisone
or equivalent) for >14
daysis
prohibited,please
remove them as taken
for lessthan 14 days.

Thanks
Oct-01-2020 10:43:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat 24 mg to 4 mg tapering
(US & Canada) (b) (4)

‘ 6. Dose Unit:

| Date L ocation User Value Reason
Oct-01-2020 10:43:38 ACVOPFEINFPE000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat mg
(US & Canada) (b) (4)

| 7. Dose Frequency:

‘ Date L ocation User Value Reason
Oct-01-2020 10:43:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat QD
(US & Canada) (b) (4)

‘ 8. Route:

| Date L ocation User Value Reason
Oct-01-2020 10:43:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat ORAL
(US & Canada) (b) (4)

‘ 9. Start Date:

| Date L ocation User Value Reason
Oct-01-2020 10:43:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat Sep/19/2020
(US & Canada) (b) (4)

| 10. Ongoing?

‘ Date L ocation User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit Trall
History

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Oct-01-2020 10:43:38 ACVOPFEINFP6000 | Kawsar Data Entry: Initia Entry
(UTC-05:00) Eastern Time Talaat NO
(US & Canada) (b) (4) End Date:
Sep/24/2020
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Header Text: c4591001

Visit: Potential ReVax Initia Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02

Site No: 1145
Subject No: 11451063
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. Date of Visit

‘ Date L ocation User Value Reason
Feb-04-2021 11:52:38 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (4), query
(US & Canada) (b) (6)
Feb-03-2021 12:09:23 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Feb-03-2021 12:09:23 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (6) Jan/14/2021
(US & Canada)
Feb-02-2021 16:59:12 ACVOPFEINFP6000 |(b) Query 1: Opened Per CRF completion
(UTC-05:00) Eastern Time (4), guidelines, initial
(US & Canada) (b) (6) contact to determine if
subject can receive
study vaccine will be
documented in
REVAX_CONTACT
Visit. Per source, date
of initia contact is
14Jan2021. Please
clarify or confirm as
appropriate.
Jan-21-2021 14:08:02 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Jan/21/2021
(US & Canada)
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Header Text: c4591001

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:25

History

Form Status: Data Complete, Frozen

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

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

Back to Form

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

| Date

L ocation | User

|Value

Reason

Jan-21-2021 14:08:16
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPE000 |(b) (4), (b)
(6)

Data Entry:
Participant iswilling to return for Vac

cination 3
Participant is:

eligible per local/national recomme
ndations and confirmed to have rec
eived only placebo at Vaccination 1
2

Initial Entry
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Header Text: c4591001

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

Subject No: 11451063

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - 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 Treatment Unblinded :

‘ Date L ocation User Value Reason
Jan-21-2021 14:07:05 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Jan/14/2021
(US & Canada)

‘ 2. Primary Reason for Unblinding:

| Date L ocation User Value Reason
Jan-21-2021 14:07:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(6) ASSESSELIGIBILITY FOR ADDIT
IONAL VACCINATION

Page 462 of 489

*** Confidential***
FDA-CBER-2021-5683-0808470




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

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

Subject No: 11451063

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-21-2021 14:07:36 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED - 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: 11451063
Generated By: (b) (4)

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-21-2021 14:07:47 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: V101_VAX3

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

Subject No: 11451063

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-21-2021 14:08:25 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Jan/21/2021
(US & Canada)
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Header Text: c4591001
Visit: V101 _VAX3

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

Subject No: 11451063

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

‘ 1. Consent Was:

| Date L ocation | User | Value Reason
Jan-21-2021 14:08:32 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) OBTAINED
(US & Canada) Date Written Consent Obtained
Jan/21/2021
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Header Text: c4591001
Visit: V101 _VAX3

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

Subject No: 11451063

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-21-2021 14:09:04 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Jan/21/2021
(US & Canada)

| 2. Phase of Disposition:

‘ Date L ocation | User ‘ Value Reason
Jan-21-2021 14.09:04 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | REPEAT SCREENING 1
(US & Canada)

| 3. Status:

| Date L ocation User Value Reason
Jan-21-2021 14:09:04 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) COMPLETED
(US & Canada)
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 14-Jan-2021 02:21

Site No: 1145
Subject No: 11451063
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 Panel:

‘ Date L ocation | User ‘ Value Reason
Jan-21-2021 14:09:40 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | URINALYSIS
(US & Canada)

| 2. Lab Sub-Pane:

| Date L ocation | User | Value Reason
Jan-21-2021 14:09:40 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | PREGNANCY
(US & Canada)

‘ 3. Collection Date;

| Date L ocation User Value Reason
Jan-21-2021 14:09:40 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Jan/21/2021
(US & Canada)

| 4. Laboratory Name and Address (Derived)

‘ Date L ocation | User ‘ Value Reason
Jan-21-2021 14:09:40 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | STUDY SITE
(US & Canada)

‘ 5. Specimen Type:
| Date L ocation | User | Value Reason
Jan-21-2021 14:09:40 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | URINE
(US & Canada)

‘ 6.a
‘ Date L ocation | User ‘ Value Reason
Jan-21-2021 14.09:40 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined 113
(US & Canada) Identifier:

Test:: Choriogonadotropin
Beta PX113
Result:: NEGATIVE
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1145

Subject No: 11451063
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

‘ ‘ ‘ ‘ Not Done:: ‘

| 6.a Sponsor 1D:

‘Dale |Location |User ‘Value |Reason
Jan-21-2021 14:09:40 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |113
(US & Canada)

‘ 6.a Test:

| Date L ocation | User | Value Reason
Jan-21-2021 14:09:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Choriogonadotropin Beta PX113
(US & Canada)

| 6.a Result:

‘ Date L ocation User Value Reason
Jan-21-2021 14:09:40 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(6) NEGATIVE
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
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-21-2021 14:09:49 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation | User ‘ Value Reason
Jan-21-2021 14.09:49 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Jan-21-2021 16:14:40 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Jan-21-2021 14:09:49 ACVOPFEINFPE000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Jan-21-2021 14:09:49 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada) Date of Collection:
Jan/21/2021

[5a

| Date L ocation | User | Value Reason
Jan-21-2021 16:14:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BM9C26
(US & Canada)
| 5.a SampleID
‘ Date ‘ L ocation | User | Value ‘ Reason
Jan-21-2021 16:14:40 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BM9C26
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Header Text: c4591001
Visit: V101 VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 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: 11451063 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

‘ (US & Canada) ‘ | | ‘

‘ 5b

| Date | L ocation | User |Value ‘ Reason
Jan-21-2021 16:28:40 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BNVL11
(US & Canada)

| 5.b Sample ID

‘ Date L ocation User Value Reason
Jan-21-2021 16:28:40 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BNVL11
(US & Canada)

‘ 5.c

| Date L ocation | User | Value Reason
Jan-21-2021 16:28:46 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample ID: BNVL12
(US & Canada)

‘ 5.c Sample D

‘ Date L ocation User Value Reason
Jan-21-2021 16:28:46 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BNVL12
(US & Canada)
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

Back to Form

‘ 1. Data Origin

| Date L ocation | User | Value Reason
Jan-21-2021 14:09:58 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation | User ‘ Value Reason
Jan-21-2021 14.09:58 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Jan-21-2021 16:14:30 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Jan-21-2021 14:09:58 ACVOPFEINFPE000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Jan-21-2021 14:09:58 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada) Date of Collection:
Jan/21/2021

[5a

| Date L ocation | User | Value Reason
Jan-21-2021 16:14:30 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BM9CIW
(US & Canada)
| 5.a SampleID
‘ Date ‘ L ocation | User | Value ‘ Reason
Jan-21-2021 16:14:30 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BMOC1W
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Header Text: c4591001
Visit: V101 VAX3

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

Subject No: 11451063

Generated By: (b) (4)

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

(US & Canada)

*** Confidential***

Page 473 of 489

FDA-CBER-2021-5683-0808481




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001
Visit: V101 _VAX3

Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1145
Subject No: 11451063
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. Was there a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Jan-21-2021 14:10:16 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

‘ 2. Treatment Name

| Date L ocation | User | Value Reason
Jan-21-2021 14:10:16 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) | BNT162b2

‘ 3. Formulation:

| Date L ocation | User | Value Reason
Jan-21-2021 14:10:16 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) | INJECTION

| 4. Dose Date Time:

‘ Date L ocation User Value Reason
Jan-21-2021 14:10:16 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Jan/21/2021 10:42
(US & Canada)

‘ 5. Anatomical Location:

| Date L ocation | User | Value Reason
Jan-21-2021 14:10:16 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry

(UTC-05:00) Eastern Time

(autocalc) | DELTOID MUSCLE

(US & Canada)

‘ 6. Body Side:

‘ Date L ocation User Value Reason
Jan-21-2021 14:10:16 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) LEFT
(US & Canada)

| 7. Route:
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Header Text: c4591001

Visit: V101 VAX3 Form: VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

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

| Date L ocation | User ’ Value Reason
Jan-21-2021 14:10:16 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | INTRAMUSCULAR
(US & Canada)

‘ 8. Actual Dose:

‘ Date L ocation | User ‘ Value Reason
Jan-21-2021 14:10:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |30.0
(US & Canada)

| 9. Unit:

‘Dale L ocation |User ‘VaJue Reason
Jan-21-2021 14:10:16 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ug
(US & Canada)

‘ 10. Timeframe Subject Was Observed

| Date L ocation | User ’ Value Reason
Jan-21-2021 14:10:16 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |30 MINUTES

(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-21-2021 14:10:16 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada)
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Header Text: c4591001

Visit: V102_VAX4

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

Subject No: 11451063

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
Feb-11-2021 15:32:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Feb/11/2021
(US & Canada)
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Header Text: c4591001
Visit: V102_VAX4

Form Version: 14-Jan-2021 02:21

Site No: 1145
Subject No: 11451063
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 Panel:

‘ Date L ocation | User ‘ Value Reason
Feb-11-2021 15:33:03 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | URINALYSIS
(US & Canada)

| 2. Lab Sub-Pane:

| Date L ocation | User | Value Reason
Feb-11-2021 15:33:03 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | PREGNANCY
(US & Canada)

‘ 3. Collection Date;

| Date L ocation User Value Reason
Feb-11-2021 15:33:03 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Feb/11/2021
(US & Canada)

| 4. Laboratory Name and Address (Derived)

‘ Date L ocation | User ‘ Value Reason
Feb-11-2021 15:33:03 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | STUDY SITE
(US & Canada)

‘ 5. Specimen Type:

| Date L ocation | User | Value Reason
Feb-11-2021 15:33:03 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | URINE
(US & Canada)

‘ 6.a
‘ Date L ocation | User ‘ Value Reason
Feb-11-2021 15:33:03 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined 113
(US & Canada) Identifier:

Test:: Choriogonadotropin
Beta PX113
Result:: NEGATIVE
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 14-Jan-2021 02:21
Site No: 1145

Subject No: 11451063
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

‘ ‘ ‘ ‘ Not Done:: ‘

| 6.a Sponsor 1D:

‘Dale |Location |User ‘Value |Reason
Feb-11-2021 15:33:03 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |113
(US & Canada)

‘ 6.a Test:

| Date L ocation | User | Value Reason
Feb-11-2021 15:33:03 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Choriogonadotropin Beta PX113
(US & Canada)

| 6.a Result:

‘ Date L ocation User Value Reason
Feb-11-2021 15:33:03 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(6) NEGATIVE
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Header Text: c4591001
Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1145
Subject No: 11451063
Generated By: (b) (4)

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

Back to Form

‘ 1. Data Origin

| Date L ocation | User | Value Reason
Feb-11-2021 15:33:12 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

‘ Date L ocation | User ‘ Value Reason
Feb-11-2021 15:33:12 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)

| 3. Sample Collected?

‘ Date L ocation User Value Reason
Feb-11-2021 16:34:28 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Feb-11-2021 15:33:12 ACVOPFEINFPE000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Feb-11-2021 15:33:12 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada) Date of Collection:
Feb/11/2021

[5a

| Date L ocation | User | Value Reason
Feb-11-2021 16:34:28 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Sample |D: BM9C48
(US & Canada)

| 5.a SampleID

‘ Date ‘ L ocation | User | Value ‘ Reason
Feb-11-2021 16:34:28 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) BM9OC48
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Header Text: c4591001
Visit: V102_VAX4

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

Subject No: 11451063

Generated By: (b) (4)

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

(US & Canada)
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

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

Back to Form

| 1. Was there a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Feb-11-2021 15:33:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) NO
(US & Canada)

‘ 2. Treatment Name

| Date L ocation | User | Value Reason
Feb-11-2021 15:33:31 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | BNT162b2

(US & Canada)

‘ 3. Formulation:

| Date L ocation | User | Value Reason
Feb-11-2021 15:33:31 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | INJECTION

(US & Canada)

| 4. Dose Date Time:

‘ Date L ocation User Value Reason
Feb-11-2021 15:33:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Feb/11/2021 13:41
(US & Canada)

‘ 5. Anatomical Location:

| Date L ocation | User | Value Reason
Feb-11-2021 15:33:31 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | DELTOID MUSCLE
(US & Canada)

‘ 6. Body Side:

‘ Date L ocation User Value Reason
Feb-11-2021 15:33:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) LEFT
(US & Canada)

| 7. Route:
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified
Site No: 1145 Site Name: (1145) Johns Hopkins School of Medicine
Subject No: 11451063 Subject Initials: ---

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

| Date L ocation | User ’ Value Reason
Feb-11-2021 15:33:31 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | INTRAMUSCULAR
(US & Canada)

‘ 8. Actual Dose:

‘ Date L ocation | User ‘ Value Reason
Feb-11-2021 15:33:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |30.0
(US & Canada)

| 9. Unit:

‘Dale L ocation |User ‘VaJue Reason
Feb-11-2021 15:33:31 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ug
(US & Canada)

‘ 10. Timeframe Subject Was Observed

| Date L ocation | User ’ Value Reason
Feb-11-2021 15:33:31 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) |30 MINUTES

(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
Feb-11-2021 15:33:31 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES
(US & Canada)
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Header Text: c4591001

Visit: V103 MONTH1

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

Subject No: 11451063

Generated By: (b) (4)

Form: DATE OF VISIT - 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. Date of Visit

‘ Date L ocation User Value Reason
Mar-12-2021 12:29:15 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Mar/11/2021
(US & Canada)
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Header Text: c4591001

Visit: V103_MONTH1

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

Subject No: 11451063

Generated By: (b) (4)

Form: CONTACT OUTCOME - 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. Contact Type:
‘ Date L ocation | User ’ Value Reason
Mar-12-2021 12:29:26 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) | TELEPHONE VISIT

‘ 2. Was contact made?

| Date L ocation | User | Value Reason
Mar-12-2021 12:29:26 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) YES

(US & Canada)

Date of Contact:

Mar/11/2021
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -

Unscheduled

Form Version: 10-Dec-2020 02:29

SiteNo: 1145

Subject No: 11451063
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

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Back to Form

‘ 1. Date of Completion/Discontinuation/Death :

| Date L ocation User Value Reason
Mar-12-2021 ACVOPFEINFPG000 (b) (4), (b) Data Entry: | Initial Entry
12:30:02 (6) Mar/11/2021

(UTC-05:00)

Eastern Time

(US & Canada)

Mar-12-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Initial Entry
12:29:47 (6)

(UTC-05:00)

Eastern Time

(US & Canada)

Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 2: Clo | Response satisfies
03:23:45 (6) sed query

(UTC-05:00)

Eastern Time

(US & Canada)

Jan-25-2021 ACVOPFEINFP6000 (b) (4), (b) Query 2: An | updated per query as
10:45:21 (6) swered NA

(UTC-05:00)

Eastern Time

(US & Canada)

Jan-25-2021 ACVOPFEINFPG000 (b) (4), (b) Data Entry: | Initial Entry
10:42:54 (6) Not Applica

(UTC-05:00) ble

Eastern Time

(US & Canada)

Jan-25-2021 ACVOPFEINFPG000 (b) (4), (b) (6) Query 2: Op | DM: Kindly consider
01:39:27 ened to update this form if
(UTC-05:00) require else mark as
Eastern Time Not applicable by
(US & Canada) selecting form level

comment. Thank you.

Jan-22-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Clo | Auto closed by
15:32:27 (b) (4) sed Validation Check:
(UTC-05:00) VC_DS001_21
Eastern Time

(US & Canada)

Jan-22-2021 ACVOPFEINFP6000 auto query Query 1: An | Transcription Error
10:46:54 (autoquery) swered
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -

Unscheduled

Form Version: 10-Dec-2020 02:29

Site No: 1145
Subject No: 11451063
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

(UTC-05:00)
Eastern Time
(US & Canada)
Jan-22-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription Error
10:46:54 (6)
(UTC-05:00)
Eastern Time
(US & Canada)
Jan-21-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW6947684;Status
21:28:11 (b) (4) ened on the Disposition -
(UTC-05:00) Treatment formis
Eastern Time COMPLETED, but
(US & Canada) Date is different than
Visit 3 Date. Please
review and update as
appropriate.
Jan-21-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: |Initia Entry
14:09:19 (6) Jan/21/2021
(UTC-05:00)
Eastern Time
(US & Canada)
‘ 2. Phase of Disposition:
| Date L ocation | User | Value Reason
Mar-12-2021 12:30:02 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | OPEN LABEL TREATMENT
(US & Canada)
Mar-12-2021 12:29:47 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)
Jan-25-2021 10:42:54 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Applicable
(US & Canada)
Jan-22-2021 10:46:54 ACVOPFEINFP6000 |autocac Data Entry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)
Jan-21-2021 14:09:19 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | OPEN LABEL TREATMENT
(US & Canada)
| 3. Status:
‘ Date L ocation User Value Reason
Page 486 of 489

*** Confidential***
FDA-CBER-2021-5683-0808494




090177e196ae2fed\Final\Final On: 01-Apr-2021 03:55 (GMT)

Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -

Unscheduled

Form Version: 10-Dec-2020 02:29

Site No: 1145
Subject No: 11451063
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

Mar-12-2021 12:30:02 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) COMPLETED

(US & Canada)

Mar-12-2021 12:29:47 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6)

(US & Canada)

Jan-25-2021 10:42:54 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable

(US & Canada)

Jan-22-2021 10:47:13 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (6)

(US & Canada)

Jan-21-2021 14:09:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) COMPLETED

(US & Canada)

‘ 4. Specify Status:

‘ Date L ocation | User ‘ Value Reason
Mar-12-2021 12:29:47 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6)

(US & Canada)
Jan-25-2021 10:42:54 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable
(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: 11451063
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
‘Dale L ocation ’User |VaJue Reason
Jan-07-2021 09:54:24 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | FOLLOW-UP

(US & Canada)

Aug-31-2020 15:48:17 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ENROLLED/RANDOMIZED

(US & Canada)

Aug-31-2020 15:42:00 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SCREENED

(US & Canada)

‘ 2. Subject Status Date

| Date L ocation | User | Value Reason
Jan-07-2021 09:54:24 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Jan/7/2021

(US & Canada)

Aug-31-2020 15:48:17 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Aug/31/2020

(US & Canada)

Aug-31-2020 15:42:00 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Aug/31/2020

(US & Canada)
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled
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Site No: 1145

Subject No: 11451063

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
Nov-09-2020 13:06:35 ACVOPFEINFP6000 | Kawsar Data Entry: Initial Entry
(UTC-05:00) Eastern Time Talaat Click Here to Enable
(US & Canada) (b) (4)
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