090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (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: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

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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*** Confidential***
FDA-CBER-2021-5683-0908194
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21.02
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Sep/10/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (@)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [10421217]
2. | Birth Date: (b) (6) 1990
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X dl that apply): WHITE
6. | Racial Designation:
Page 3 of 672
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Sep/10/2020
2. | Erroneous Visit
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Site

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:29

No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

Inclusion Criteria Not M et

*** Confidential***

1 Description of Inclusion Criterion Not Applicable
Not Met
Exclusion CriteriaMet
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 672
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Sep/10/2020
/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: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Medical History Details

1a ||| ine/MH Number:

(1]

Disease/Syndrome/Surgery [Medication Allergy (Trileptal)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES

1b || Line/MH Number: 2]
Disease/Syndrome/Surgery [Seasonal Allergies]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1992
Ongoing: YES

1 || Line/MH Number: [3]
Disease/Syndrome/Surgery [Food Allergy (Milk)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1998
Ongoing: YES

1d || Line/MH Number: [4]

*** Confidential***

Disease/Syndrome/Surgery [Blood Clots (Thrombus)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Apr/UNK/2019
Ongoing: YES

1e || Line/MH Number: [5]
Disease/Syndrome/Surgery [Peptic Ulcer]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2009
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

17 || Line/MH Number: [6]
Disease/Syndrome/Surgery [Asthma]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1993
Ongoing: YES

19 || Line/MH Number: (7
Disease/Syndrome/Surgery [Attention Deficit Disorder]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2012
Ongoing: YES

1h || Line/MH Number: El
Disease/Syndrome/Surgery [Anxiety]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2005
Ongoing: YES

Li || Line/MH Number: [9]
Disease/Syndrome/Surgery [Insomnia)
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2001
Ongoing: YES
1j || Line/MH Number: [10]

Disease/Syndrome/Surgery [Bipolar Disorder Type 1]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2015
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

1K || Line/MH Number:

[11]

Disease/Syndrome/Surgery [Osteonecrosis of the Knee[L]]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: NO
End Date:
Feb/19/2020
LI 1| Line/MH Number: [12]
Disease/Syndrome/Surgery [Migraines]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2012
Ongoing: YES
1M LineMH Number: [13]
Disease/Syndrome/Surgery [Eczema]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1991
Ongoing: YES
1n || Line/MH Number: [14]
Disease/Syndrome/Surgery [Knee Pain [L]]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
10| Line/MH Number: [15]

*** Confidential***

Disease/Syndrome/Surgery [Core Decompression [L] Knee]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Feb/19/2019
Ongoing: NO

End Date:

Feb/19/2019
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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: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs

1. |Date: Sep/10/2020
2. | Weight: [158.0]

3. | Unit: LB

4. | Height: [67.0]

5. | Unit: in

6. | Body Mass Index: [24.7]

Vital Signs Details

7.2 || Record Identifier: 1
Temperature: [98.5]
Unit: F
Temperature Location: ORAL CAVITY

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. | Lab Pand: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Sep/10/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 11 of 672
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:.03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition
1. | Randomization Date : Sep/10/2020
2. | Randomization Number: [85789]
3. | Randomization Group: []
Page 12 of 672
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

FDA-CBER-2021-5683-0908206

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/10/2020
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 ID ‘ [BN5RGR] ‘
5b || sample 1D |[BNSRGS] |
5c¢ ‘ Sample D ‘ [BN5RGT] ‘
54| sample 1D [BPLDOZ] |
5¢ || sample ID [BPLD10) |
Page 13 of 672
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/10/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52| sampleID [BNSRGB]
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21.04
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: Sep/10/2020 11:16
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. |Actua Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 15 of 672
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Reactogenicity Diary

1.

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

Page 16 of 672
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Sep/29/2020
2. | Erroneous Visit
Page 17 of 672
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs
1. |Date Sep/29/2020
Vital Signs Details
2.2 || Record Identifier: 1
Temperature: [98.2]
Unit: F
Temperature Location: ORAL CAVITY
Page 18 of 672
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. | Lab Pand: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Sep/29/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 19 of 672
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/29/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52| sampleID [BNSPXR]
Page 20 of 672
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21.04
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: Sep/29/2020 16:48
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. |Actua Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 21 of 672
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Header Text: c4591001

Visit: V3_MONTH1 POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Oct/27/2020
2. | Erroneous Visit
Page 22 of 672
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/27/2020
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 ID ‘ [BRD7R3] ‘
5.b ‘ Sample D ‘ [BRD7R4] ‘
5c ‘ Sample ID ‘ [BRD7R5] ‘
5d ‘ Sample ID ‘ [BKZFOS] ‘
5e ‘ Sample D ‘ [BKZFOT] ‘
Page 23 of 672
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Oct/27/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A

Page 24 of 672
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 10-Oct-2020 16:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Signs and Symptoms

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

Date of Last Symptom Resolved:
Jan/11/2021

Symptoms

4.a || symptoms: FEVER
Was symptom present? YES

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? YES

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

4h || symptoms: DIARRHEA
Was symptom present? NO

4 || symptoms: VOMITING
Was symptom present? NO

Symptoms - Other

5a || symptoms - Other Text; [fatigue]

Page 25 of 672
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 10-Oct-2020 16:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5b ‘ Symptoms - Other Text: ‘ [chest congestion]
5¢ ‘ Symptoms - Other Text: ‘ [New or increased nasal discharge]
5d ‘ Symptoms - Other Text: ‘ [Nausea]
5e ‘ Symptoms - Other Text: ‘ [Headache]
Page 26 of 672

*** Confidential***
FDA-CBER-2021-5683-0908219




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

# Date qf Co | Specimen Typ | Specimen Cpllech Assay Code and Description Device Type Form Instan
Ilection e on Location ce
1. | Not Applic | Not Applicable | Not Applicable Not Applicable Not Applicable Repeating
able Pages
2. | Nov/26/20 | SWABBED M | NASOPHARYNX | SEVERE ACUTE RESP SYNDRO | SARS-COV-2 DIAG Repeating
20 ATERIAL ME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: ' (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. | Actua Date of Collection: Not Applicable Comments
)
2. | Specimen Type: Not Applicable Comments
3. | Specimen Collection Location: Not Applicable Comments
4. | Assay Code and Description: Not Applicable Comments
5. | Device Type: Not Applicable Comments
6. | Trade Name: Not Applicable Comments
7. | Test Result: Not Applicable Comments
8. | Comments/Findingsy/Details: Not Applicable Comments
[]
9. | Trade Name Other, Specify: Not Applicable Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

Trade Name Other, Specify:

1. | Actua Date of Collection: Nov/26/2020

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/Findingsy/Details: [1

9.

[Antigen Quick Test CLIA certified]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Oct/27/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Oct/27/2020
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 [CV52472]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Oct/27/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? NO
4, | If no sample was collected or sample | [self swab at home]
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 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: YES
Number of Visits or Contacts:
(3]
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts: YES
Number of Visits or Contacts:
(1]
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
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts: NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: []
Health Care Utilization
3. | Hasthe subject been hospitalized due | NO
to potential COVID-19 illness?
Page 32 of 672

*** Confidential***
FDA-CBER-2021-5683-0908225




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53

Form: RESPIRATORY TREATMENT

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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
e e e Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: RESPIRATORY TREATMENT
Oct/27/2020

Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. | What is the treatment |dentifier? Not Applicable Comments
[]

2. | Concomitant Non-drug Treatment Not Applicable Comments

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
I

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS
Oct/27/2020

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

*** Confidential***

IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS
2. | Wasadiagnosis obtained for Potential | NO
COVID-19 llIness?
3. | Toxicity Grade: 1
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# | 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
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 17-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

IlIness Details

1. | Category of Clinica Event: Not Applicable Comments
2. | Subcategory of Clinical Event: Not Applicable Comments
3. | Was adiagnosis obtained? Not Applicable Comments
4. | Toxicity Grade: Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Category for La | Vendor Na | Collection | Specimen Form Instanc
# b Test me Date: Type Lab Result e
1. | Not Applicable | Not Applic | Not Applica | Not Applic Sponsor-Defined | Repeating
able ble able dentifier Test: Result: Pages
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic |Not Applic
able able
Not Applicable Not Applic |Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
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Header Text: c4591001

Oct/27/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

*** Confidential***

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

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 21-Aug-2020 02:49

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5b

Sponsor 1D: Not Applicable Comments
[]
Test: Alanine Aminotransferase_PX30
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5C Sponsor 1D: Not Applicable Comments
[]
Test: Aspartate Aminotransferase PX28
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Oct/27/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5d Sponsor ID: Not Applicable Comments
[]
Test: Alkaline Phosphatase_PX35
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Se Sponsor 1D: Not Applicable Comments
[]
Test: Bilirubin_PX21
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

S5f Sponsor ID: Not Applicable Comments

[]

Test: Blood Urea Nitrogen_PX47

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

59 Sponsor 1D: Not Applicable Comments

[]

Test: Creatinine_PX48

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology

*** Confidential***

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Category for L | Vendor Name (D | Collection | Specimen Form Instanc
1 ab Test ERIVED) Date: Type Lab Result e
1. | Not Applicable | Not Applicable Not Applic | Not Applic Sponsor-Defined Repeating
able able I dentifier Test: | Result: Pages
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: ' (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

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

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217
Generated By: ' (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

5b Sponsor ID: Not Applicable Comments

[]

Test: Hematocrit_PX2

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

5C Sponsor 1D: Not Applicable Comments

[]

Test: Erythrocytes PX3

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable 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/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: ' (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5d Sponsor ID: Not Applicable Comments

[]

Test: Platelets PX5

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

Se Sponsor 1D: Not Applicable Comments

[]

Test: Leukocytes PX7

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

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

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/27/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
S5f Sponsor ID: Not Applicable Comments
[]
Test: Neutrophils_PX608
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
59 Sponsor 1D: Not Applicable Comments
[]
Test: Eosinophils_PX609
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 21-Aug-2020 02:51

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.h

Sponsor 1D: Not Applicable Comments
[]
Test: Monocytes PX612
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5i Sponsor 1D: Not Applicable Comments
[]
Test: Basophils PX610
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable 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/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217
Generated By: ' (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5

Sponsor 1D: Not Applicable Comments
[]
Test: Lymphocytes PX611
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable 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: 1042
Subject No: 10421217
Generated By: | (b) (4)

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Date: Vital Signs Details Form Instance
1. | Not Applicable Record | dentifier: Systolic: Diastolic: Repeating Pages
Not Applicable Not Applicable Not Applicable
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:50
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VITAL SIGNS- COVID

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Applicable Comments
1
Vital Signs Details
2.2 || Record Identifier: Not Applicable
1
Systolic: Not Applicable Comments
[]
Diastolic: Not Applicable Comments
[]
Respiratory Ratein Not Applicable Comments
respirations/minute:
[]
Heart Rate in beats/minute: Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:51

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

# Date: Vital SignsDetails Form Instance
1. |Not Applicable Record | dentifier: Oxygen Saturation Repeating Pages
Not Applicable Not Applicable
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: ' (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Applicable Comments
1

Vital Signs Details

2.2 || Record Identifier: Not Applicable
1

SPO2 Pulse Oximetry % Not Applicable Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: OXY GENATION PARAMETERS

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen) Form Instance

1. | Not Applicable

Not Applicable

Not Applicable Repeating Pages
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By: ' (b) (4)

Form: OXY GENATION PARAMETERS

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sponsor-Defined Ide | Category for Medi | Concomitant Medications Pre | Name of Medic Form Instanc
# e . o . Start Date
ntifier cation -specified ation e
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Not Applica Repesating
ble Pages
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

*** Confidential***

1. | What is the 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 name is
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
1
6. | Ongoing? Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: IMAGING

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Date of Assessment L ocation of Assessment Imaging M ethod 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/27/2020

Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

Imaging
1. | Date of Assessment: Not Applicable Comments
1
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 Visit on
Nov/30/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Nov/30/2020 Comments
2. | Erroneous Visit ERRONEOQOUSVISIT Comments

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COvID_B
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Nov/30/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Form Comments
eCRF Audit Trail History
Signs and Symptoms
1. | Date of Assessment: Not Applicable Comments
I
2. | Date of First Symptom Started: Not Applicable Comments
I
3. | Symptoms Ongoing? Not Applicable Comments
Symptoms
44 || symptoms: FEVER
Was symptom present? Not Applicable Comments
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? Not Applicable Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? Not Applicable Comments
4d Symptoms: CHILLS
Was symptom present? Not Applicable Comments
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? Not Applicable Comments
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? Not Applicable Comments
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? Not Applicable Comments

*** Confidential***
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 10-Oct-2020 16:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

4h

Symptoms: DIARRHEA

Was symptom present? Not Applicable Comments
41 || symptoms: VOMITING

Was symptom present? Not Applicable Comments
Symptoms - Other
5a ‘ Symptoms - Other Text: ‘ [ ‘
5b ‘ Symptoms - Other Text: ‘ [1 ‘
5.C ‘ Symptoms - Other Text: ‘ [ ‘
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Header Text: c4591001
Visit: POT_COVID_ILL 2 Form: MICROBIOLOGY SPECIMEN
Form Version: 06-Jul-2020 21:54
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
# Date of Collecti | Specimen Ty | Specimen Cpllection Locat | Assay Code and Descripti Device Type | Form Instance
on pe ion on
1. | Not Applicable | Not Applicabl | Not Applicable Not Applicable Not Applicabl Repeating
e e Pages

*** Confidential***
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: ' (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Form Comments
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Not Applicable Comments
1
2. | Specimen Type: Not Applicable Comments
3. | Specimen Collection L ocation: Not Applicable Comments
4. | Assay Code and Description: Not Applicable Comments
5. | Device Type: Not Applicable Comments
6. | Trade Name: Not Applicable Comments
7. | Test Result: Not Applicable Comments
8. | Comments/Findings/Details: Not Applicable Comments
[]
9. | Trade Name Other, Specify: Not Applicable Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no samplewas collected or sample | Not Applicable Comments
was not collected according to
protocol, please provide reason: [
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID Not Applicable
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Nov/30/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no samplewas collected or sample | Not Applicable Comments
was not collected according to
protocol, please provide reason: []
Aliquot
Please enter barcode for each aliquot.
5a Sample ID Not Applicable Comments
[]
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Header Text: c4591001

Nov/30/2020

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

Health Care Utilization

*** Confidential***

1.a || physician or Healthcare SPECIALIST

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
1b Physician or Healthcare EMERGENCY ROOM

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
lc Physician or Healthcare PRIMARY CARE PHYSICIAN

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
Ld || physician or Healthcare URGENT CARE

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
le Physician or Healthcare TELEPHONE CONSULTATION

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
11 || Physician or Healthcare OTHER

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
Health Care Utilization Other
2. | Other Type of Practitioner Specify: Not Applicable Comments

[]
Health Care Utilization
3. | Hasthe subject been hospitalized due | Not Applicable Comments
to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

# | Treatment Identifier | Con Non-Drug Treatments Pre-specified | Treatment | Treatment | Start Date | Form Instance
1. [ Not Done Not Done Not Done |NotDone |NotDone | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: RESPIRATORY TREATMENT
Nov/30/2020

Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

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

2. | Concomitant Non-drug Treatment Not Done Comments

Pre-specified:

3. | Treatment: Not Done Comments

4. | Treatment: Not Done Comments
[

5. | Start Date: Not Done Comments
1

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

IlIness Details
1. | Category of Clinica Event: Not Applicable Comments
2. | Wasadiagnosis obtained for Potential | Not Applicable Comments
COVID-19 lliness?
3. | Toxicity Grade: Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 17-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

# | 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
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 17-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

IlIness Details

1. | Category of Clinica Event: Not Applicable Comments
2. | Subcategory of Clinical Event: Not Applicable Comments
3. | Was adiagnosis obtained? Not Applicable Comments
4. | Toxicity Grade: Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

*** Confidential***

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Category for La | Vendor Na | Collection | Specimen Form Instanc
# b Test me Date: Type Lab Result e
1. | Not Applicable | Not Applic | Not Applica | Not Applic Sponsor-Defined | Repeating
able ble able dentifier Test: Result: Pages
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic |Not Applic
able able
Not Applicable Not Applic |Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

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

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

*** Confidential***

5b Sponsor ID: Not Applicable Comments

[]

Test: Alanine Aminotransferase_PX30

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

5C Sponsor 1D: Not Applicable Comments

[]

Test: Aspartate Aminotransferase PX28

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 21-Aug-2020 02:49

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.d

Sponsor 1D: Not Applicable Comments
[]
Test: Alkaline Phosphatase_PX35
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Se Sponsor 1D: Not Applicable Comments
[]
Test: Bilirubin_PX21
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

S5f Sponsor ID: Not Applicable Comments

[]

Test: Blood Urea Nitrogen_PX47

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

59 Sponsor 1D: Not Applicable Comments

[]

Test: Creatinine_PX48

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2
Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Category for L | Vendor Name (D | Collection | Specimen Form Instanc
1 ab Test ERIVED) Date: Type Lab Result e
1. | Not Applicable | Not Applicable Not Applic | Not Applic Sponsor-Defined Repeating
able able I dentifier Test: | Result: Pages
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
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Header Text: c4591001

Nov/30/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: ' (b) (4)

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

*** Confidential***

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

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 21-Aug-2020 02:51

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5b

Sponsor 1D: Not Applicable Comments
[]
Test: Hematocrit_PX2
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5C Sponsor 1D: Not Applicable Comments
[]
Test: Erythrocytes PX3
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/30/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5d Sponsor ID: Not Applicable Comments
[]
Test: Platelets PX5
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Se Sponsor 1D: Not Applicable Comments
[]
Test: Leukocytes PX7
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 81 of 672

FDA-CBER-2021-5683-0908274




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 21-Aug-2020 02:51

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5f

Sponsor 1D: Not Applicable Comments
[]
Test: Neutrophils_PX608
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
59 Sponsor 1D: Not Applicable Comments
[]
Test: Eosinophils_PX609
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217
Generated By: ' (b) (4)

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

5h Sponsor ID: Not Applicable Comments

[]

Test: Monocytes PX612

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

5i Sponsor 1D: Not Applicable Comments

[]

Test: Basophils PX610

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/30/2020

Form Version: 21-Aug-2020 02:51

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5

Sponsor 1D: Not Applicable Comments
[]
Test: Lymphocytes PX611
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

# Date: Vital Signs Details Form Instance
1. | Not Applicable Record | dentifier: Systolic: Diastolic: Repeating Pages
Not Applicable Not Applicable Not Applicable
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:50
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VITAL SIGNS- COVID

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Applicable Comments
1
Vital Signs Details
2.2 || Record Identifier: Not Applicable
1
Systolic: Not Applicable Comments
[]
Diastolic: Not Applicable Comments
[]
Respiratory Ratein Not Applicable Comments
respirations/minute:
[]
Heart Rate in beats/minute: Not Applicable Comments
[]
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Site No: 1042

Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1042) HealthFirst Medical Group

*** Confidential***

Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
# Date: Vital SignsDetails Form Instance
1. | Not Applicable Record | dentifier: Oxygen Saturation Repeating Pages
Not Applicable Not Applicable
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: ' (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Applicable Comments
1

Vital Signs Details

2.2 || Record Identifier: Not Applicable
1

SPO2 Pulse Oximetry % Not Applicable Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: OXY GENATION PARAMETERS

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen) Form Instance

1. | Not Applicable

Not Applicable

Not Applicable Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By: ' (b) (4)

Form: OXY GENATION PARAMETERS

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

Sponsor-Defined Ide | Category for Medi | Concomitant Medications Pre | Name of Medic Form Instanc
# e . o . Start Date
ntifier cation -specified ation e
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Not Applica Repesating
ble Pages
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. | What is the 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 name is
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
1
6. | Ongoing? Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: IMAGING

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

# Date of Assessment L ocation of Assessment Imaging M ethod 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 2 - Unscheduled Visiton  Form: IMAGING
Nov/30/2020

Form Version: 06-Jul-2020 21:53

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Imaging
1. | Date of Assessment: Not Applicable Comments
1
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_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT

on Nov/30/2020

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Nov/30/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

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

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
on Nov/30/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/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 ‘SampIeID ‘[BRD?WT]
5b ‘SampIeID ‘[BKZF43]
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Header Text: c4591001
Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02

Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

*** Confidential***
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21.04

Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Unplanned Assessments

1. [ Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: —-

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Oct/27/2020
/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: 1042

Subject No: 10421217
Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: —-

Generated Time (GMT): 29-Mar-2021 04:44

Disposition - Follow-Up

1. | Date of Completion/Discontinuation
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Header Text: c4591001

Visit: POT_COVID_REPEAT SWAB 1-
Unscheduled Visit on Nov/30/2020

Form Version: 10-Oct-2020 15:57

Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Nov/30/2020
2. | Erroneous Visit

COVID-19 Repeat Swab
3. | COVID-19 Repesat Swabh: COVID_AR1

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT SWAB 1 -
Unscheduled Visit on Nov/30/2020

Form Version: 10-Oct-2020 15:57
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/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 [BN5CX6]
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Visit: Logs

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Header Text: c4591001

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Category AE I dentifi Adverse Event Start Date IstheAdverse_Event Still On Form Instance
er going
1. |ADVERSEEVE |1 Exposure During Pregna | Feb/10/2021 16: | YES Repesting
NT ncy 22 Pages

*** Confidential***

Page 103 of 672

FDA-CBER-2021-5683-0908296




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Exposure During Pregnancy]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Feb/10/2021 16:22
5. | Isthe adverse event still ongoing? YES
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
existing hospitalization; Persistent or e . . T,
significant disability/incapacity: Elg this serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may N . . . N T .
jeopardize subject and may require Did this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
YES
8. |Isthis adverse event the result 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:
OTHER
If Other, specify:
[n/a]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

12.

Was a Non-Drug Treatment given?

NO

13.

What was the outcome of this adverse
event?:

RECOVERING/RESOLVING

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

[]

*** Confidential***

Page 105 of 672

FDA-CBER-2021-5683-0908298




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: MEDICATION ERROR

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Categor | Medication Err | Start Dat | Isthemedication error Still Ong | Study Medication Errors Act
# . - Form Instance
y or e oing ion
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: MEDICATION ERROR
Form Status. Not Started

Site Name: (1042) HealthFirst Medical Group

Subject Initials: —-

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Medication Error

1

Category:

2.

Medication Error (Type of Medication
Error):

Start Date:

I

Isthe medication error still ongoing?

Latest Action Taken with Study
Treatment:

Was a Concomitant Medication given?

Was aNon-Drug Treatment given?

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

Was this medication error associated
with any adverse events?

10.

Serious Adverse Event Number: For
Pfizer Use Only

[]

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

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sponsor -Defined Ide | Category for Medic | Concomitant Medications Pre- | Nameof Medica | Start D
# o . o . Form Instance
ntifier ation specified tion ate
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Concomitant Medications

1

What is the medication identifier?

[]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Date:

I
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pre | Name of Medic | Dose Descrip | Form Instanc
entifier cation -specified ation tion e
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Concomitant Medications

1. | What isthe medication identifier?

[]

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).

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

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©l® | N| o |k,

Start Date:

I

10. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21.02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: RADIATION TREATMENT

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# | Category | Treatment |dentifier

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

1

Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: RADIATION TREATMENT
Form Status. Not Started

Site Name: (1042) HealthFirst Medical Group

Subject Initials: —-

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Radiation Treatment

1. | Category:

2. | What is the treatment Identifier? []

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

4. | Treatment: []

5. | Start Date: 1

6. | Ongoing?

*** Confidential***

Page 113 of 672

FDA-CBER-2021-5683-0908306




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: TRANSFUSIONS

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Transfusion Type

Date of Transfusion Form Instance

Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion: I
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)
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Header Text: c4591001

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

Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP
Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Vital Signs

1. | Date:

I/

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature L ocation:

*** Confidential***
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Header Text: c4591001

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

Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Lab Urinalysis

1. |Lab Panel:

Lab Sub-Panel:

I/

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

5. | Specimen Type:

Lab Result

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

Page 118 of 672
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

Ol | N|lo[a| | WD

Unit:

=
©

Timeframe Subject Was Observed

[y
=

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

*** Confidential***
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Header Text: c4591001

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

Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: CONTACT OUTCOME - MONTH 1
Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

Page 120 of 672

*** Confidential***
FDA-CBER-2021-5683-0908313




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

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

Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: CONTACT OUTCOME - MONTH 6
Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: c4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Jan/15/2021
2. | Erroneous Visit

Page 122 of 672
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Header Text: c4591001

Form Version: 10-Dec-2020 02:25
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Further Vaccination Confirmation

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

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

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Jan/15/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

Not Applicable

I

Comments

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: DEATH DETAILS CODED

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

eCRF Audit Trail History

Death Details

1. | Date of Collection/ Notification of Not Applicable Comments

Death:
1
Cause of Death
2. || Cause of Death Status: Not Applicable
Cause of Death: Not Applicable

[]
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Header Text: c4591001
Visit: V101 VAX3
Form Version: 22-Apr-2020 21:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Jan/18/2021
2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Jan/18/2021
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Site

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

No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION
Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

Inclusion Criteria Not M et

1.

Met

Description of Inclusion Criterion Not Applicable
Not Met

Exclusion CriteriaMet

2. Description of Exclusion Criterion | Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Completion/Discontinuation
/Death :

Jan/18/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

3. | Status:

COMPLETED

4, | Specify Status:

[]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pand: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Jan/18/2021
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:

*** Confidential***
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Jan/18/2021
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 ID ‘ [BRD7YV]
5b || sample 1D [BLONSD)
5¢ || sample ID [BLONSI]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/18/2021
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 [BRMXPZ]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | DoseDate Time: Jan/18/2021 11:30
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. |Actua Dose: [30.0]
9. [Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 134 of 672
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Header Text: c4591001
Visit: V102_VAX4
Form Version: 22-Apr-2020 21:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Feb/10/2021
2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 14-Jan-2021 02:21
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pand: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Feb/10/2021
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: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/10/2021
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 [BRD81P|
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4, | Dose Date Time: Feb/10/2021 16:22
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. |Actua Dose: [30.0]
9. [Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Dateof Visit !

2. | Erroneous Visit
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Header Text: c4591001

Visit: V103_ MONTHL1

Form Version: 22-Apr-2020 21.04
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:02
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Nov/30/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

7 Jan-12-2021 07:36:35 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)

7 Dec-15-2020 08:29:44 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
POT_COVID_ILL 2 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Nov/30/2020

Visit:

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: ' (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
8 Jan-12-2021 07:36:35 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - Comments

Nov/30/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

9 Jan-12-2021 07:36:35 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
Form | Dec-15-2020 08:30:32 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-11-2020 08:01:04 (UTC-06:00) Central Time (b) (4), (b)
(US & Canada) (6)
Form | Dec-08-2020 10:12:15 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

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

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

1 Dec-15-2020 08:30:32 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)

1 Dec-11-2020 08:01:04 (UTC-06:00) Central Time (b) (4), (b)
(US & Canada) (6)

1 Dec-08-2020 10:12:15 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

Visit:

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item |Date User Comment

2 Dec-15-2020 08:30:32 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)

2 Dec-11-2020 08:01:04 (UTC-06:00) Centra Time (b) (4), (b)
(US & Canada) (6)

2 Dec-08-2020 10:12:15 (UTC-06:00) Central Time (b) (4), (b) Not Applicable

(US & Canada)

(6)

Page 302 of 672

*** Confidential***
FDA-CBER-2021-5683-0908495




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

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

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

3 Dec-15-2020 08:30:32 (UTC-06:00) Central Time (b) 4), (b) Not Applicable
(US & Canada) (6)

3 Dec-11-2020 08:01:04 (UTC-06:00) Central Time (b) 4), (b)
(US & Canada) (6)

3 Dec-08-2020 10:12:15 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

Visit:

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

4 Dec-15-2020 08:30:32 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)

4 Dec-11-2020 08:01:04 (UTC-06:00) Centra Time (b) (4), (b)
(US & Canada) (6)

4 Dec-08-2020 10:12:15 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments

Nov/30/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

Form | Jan-22-2021 10:36:59 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable
(US & Canada)

Form | Jan-22-2021 10:35:41 (UTC-06:00) Central Time (b) (4), (b) (6)
(US & Canada)

Form | Jan-22-2021 10:34:43 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2
Form Version: 22-Apr-2020 21:03
Site No: 1042

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

1 Jan-22-2021 10:36:59 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable
(US & Canada)

1 Jan-22-2021 10:35:41 (UTC-06:00) Centra Time (b) (4), (b) (6)
(US & Canada)

1 Jan-22-2021 10:34:43 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001
Visit; POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
2 Jan-22-2021 10:36:59 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable
(US & Canada)
2 Jan-22-2021 10:35:41 (UTC-06:00) Central Time (b) (4), (b) (6)
(US & Canada)
2 Jan-22-2021 10:34:43 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 22-Apr-2020 21:03

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

SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

3 Jan-22-2021 10:36:59 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable
(US & Canada)

3 Jan-22-2021 10:35:41 (UTC-06:00) Central Time (b) (4), (b) (6)
(US & Canada)

3 Jan-22-2021 10:34:43 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable
(US & Canada)

3 Jan-19-2021 15:43:18 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable.
(US & Canada)

3 Dec-15-2020 08:31:14 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 22-Apr-2020 21:03

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

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item |Date User Comment

4 Jan-22-2021 10:36:59 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable
(US & Canada)

4 Jan-22-2021 10:35:41 (UTC-06:00) Centra Time (b) (4), (b) (6)
(US & Canada)

4 Jan-22-2021 10:34:43 (UTC-06:00) Centra Time (b) (4), (b) (6) Not Applicable
(US & Canada)

4 Jan-19-2021 15:43:28 (UTC-06:00) Centra Time (b) (4), (b) (6) Not Applicable.
(US & Canada)

4 Jan-12-2021 07:36:58 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.a |Jan-13-2021 07:51:17 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Dec-15-2020 08:32:37 (UTC-06:00) Central Time (b) (4), (b)

(6)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
la |Dec-15-2020 08:32:37 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item |Date User Comment
1b |Dec-15-2020 08:32:37 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1c |Dec-15-2020 08:32:37 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1.d |Dec-15-2020 08:32:37 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item |Date User Comment
le |Dec-15-2020 08:32:37 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit; POT_COVID_ILL 2
Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item |Date User Comment

1f |Dec-15-2020 08:32:37 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: HEALTH CARE UTILIZATION - Comments
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item |Date User Comment
2 Dec-15-2020 08:32:37 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item | Date User Comment
3 Dec-15-2020 08:32:37 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

Form | Dec-01-2020 11:57:50 (UTC-06:00) Central Time  |(b) (4), (b) (6)

(US & Canada)

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: RESPIRATORY TREATMENT - Comments
Nov/30/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
1 Dec-01-2020 11:57:50 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
POT_COVID_ILL 2 - Unscheduled Visiton Form: RESPIRATORY TREATMENT - Comments
Nov/30/2020

Visit:

Form Version: 06-Jul-2020 21:53
Site No: 1042

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
2 Dec-01-2020 11:57:50 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: RESPIRATORY TREATMENT - Comments
Nov/30/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
3 Dec-01-2020 11:57:50 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
POT_COVID_ILL 2 - Unscheduled Visiton Form: RESPIRATORY TREATMENT - Comments
Nov/30/2020

Visit:

Form Version: 06-Jul-2020 21:53
Site No: 1042

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
4 Dec-01-2020 11:57:50 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: RESPIRATORY TREATMENT - Comments
Nov/30/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
5 Dec-01-2020 11:57:50 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Done
(US & Canada)
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Visit:

Form Version: 06-Jul-2020 21:53
Site No: 1042

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
6 Dec-01-2020 11:57:50 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Done
(US & Canada)
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Nov/30/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
Form | Dec-15-2020 08:33:12 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-02-2020 09:28:12 (UTC-06:00) Central Time (b) (4), (b)
(US & Canada) (6)
Form | Dec-01-2020 11:58:24 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada)
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Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS - Comments
Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

1 Dec-15-2020 08:33:12 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)

1 Dec-02-2020 09:28:12 (UTC-06:00) Central Time (b) (4), (b)
(US & Canada) (6)

1 Dec-01-2020 11:58:24 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Done

(US & Canada)
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SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
2 Dec-15-2020 08:33:12 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
2 Dec-02-2020 09:28:12 (UTC-06:00) Central Time (b) (4), (b)
(US & Canada) (6)
2 Dec-01-2020 11:58:24 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Done
(US & Canada)
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Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS - Comments
Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Dec-15-2020 08:33:12 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
3 Dec-02-2020 09:28:12 (UTC-06:00) Central Time (b) (4), (b)
(US & Canada) (6)
3 Dec-01-2020 11:58:24 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Done
(US & Canada)
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Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 17-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Dec-01-2020 12:00:04 (UTC-06:00) Central Time  |(b) (4), (b) (6)

Not Applicable
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Visit:

Form Version: 17-Jul-2020 21:55
Site No: 1042

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

1 Dec-01-2020 12:00:04 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
(US & Canada)
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Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

2 Dec-01-2020 12:00:04 (UTC-06:00) Central Time  |(0) (4), (b) (6) Not Applicable
(US & Canada)
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Visit:

Form Version: 17-Jul-2020 21:55
Site No: 1042

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

3 Dec-01-2020 12:00:04 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
(US & Canada)
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Nov/30/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

4 Dec-01-2020 12:00:04 (UTC-06:00) Central Time  |(0) (4), (b) (6) Not Applicable
(US & Canada)
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Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

Form | Dec-01-2020 12:00:27 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Not Applicable
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Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/30/2020 Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

1 Dec-01-2020 12:00:27 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Applicable
(US & Canada)
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Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

2 Dec-01-2020 12:00:27 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Applicable
(US & Canada)
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Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

3 Dec-01-2020 12:00:27 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Applicable
(US & Canada)
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Visit; POT_COVID_ILL 2 - Unscheduled Visit on
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Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

4 Dec-01-2020 12:00:27 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Applicable
(US & Canada)
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Nov/30/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

5.a |Dec-01-2020 12:00:27 (UTC-06:00) Central Time |(b) (4), (b) (6)

Not Applicable
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Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

5.a |Dec-01-2020 12:00:27 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Not Applicable
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Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

5.a |Dec-01-2020 12:00:27 (UTC-06:00) Central Time |(b) (4), (b) (6)

Not Applicable
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Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

5.a |Dec-01-2020 12:00:27 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Not Applicable
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Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

5b | Dec-01-2020 12:00:27 (UTC-06:00) Central Time |(b) (4), (b) (6)

Not Applicable
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Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

5b | Dec-01-2020 12:00:27 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Not Applicable
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Site No: 1042
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Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

5b | Dec-01-2020 12:00:27 (UTC-06:00) Central Time |(b) (4), (b) (6)

Not Applicable
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Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

5b | Dec-01-2020 12:00:27 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Not Applicable
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Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

5.c | Dec-01-2020 12:00:27 (UTC-06:00) Central Time |(b) (4), (b) (6)
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Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---
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2.a |Dec-01-2020 12:01:21 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Not Applicable
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:50
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

2.a |Dec-01-2020 12:01:21 (UTC-06:00) Central Time |(b) (4), (b) (6)

Not Applicable

Page 417 of 672

*** Confidential***

FDA-CBER-2021-5683-0908610




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:50
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

2.a |Dec-01-2020 12:01:21 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Not Applicable
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:50
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

2.a |Dec-01-2020 12:01:21 (UTC-06:00) Central Time |(b) (4), (b) (6)

Not Applicable
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

Form | Dec-01-2020 12:01:39 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Not Applicable
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Header Text: c4591001

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

Nov/30/2020

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

1 Dec-01-2020 12:01:39 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Applicable
(US & Canada)

Page 421 of 672

*** Confidential***

FDA-CBER-2021-5683-0908614




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: ' (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

2.a |Dec-01-2020 12:01:39 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Not Applicable
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: OXY GENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Dec-01-2020 12:02:01 (UTC-06:00) Central Time |(b) (4), (b) (6)

Not Applicable
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Header Text: c4591001
POT_COVID_ILL 2 - Unscheduled Visiton Form: OXYGENATION PARAMETERS - Comments
Nov/30/2020

Visit:

Form Version: 06-Jul-2020 21:52
Site No: 1042

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

1 Dec-01-2020 12:02:01 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: OXY GENATION PARAMETERS - Comments

Nov/30/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

2 Dec-01-2020 12:02:01 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001
POT_COVID_ILL 2 - Unscheduled Visiton Form: OXYGENATION PARAMETERS - Comments
Nov/30/2020

Visit:

Form Version: 06-Jul-2020 21:52
Site No: 1042

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

3 Dec-01-2020 12:02:01 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Dec-01-2020 12:02:46 (UTC-06:00) Central Time  |(b) (4), (b) (6)

Not Applicable
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 06-Jul-2020 21:55
Site No: 1042

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

1 Dec-01-2020 12:02:46 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Nov/30/2020

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

2 Dec-01-2020 12:02:46 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 06-Jul-2020 21:55
Site No: 1042

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

3 Dec-01-2020 12:02:46 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Nov/30/2020

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

4 Dec-01-2020 12:02:46 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Applicable
(US & Canada)

Page 431 of 672

*** Confidential***

FDA-CBER-2021-5683-0908624




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 06-Jul-2020 21:55
Site No: 1042

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

5 Dec-01-2020 12:02:46 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
(US & Canada)

Page 432 of 672

*** Confidential***
FDA-CBER-2021-5683-0908625




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Nov/30/2020

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

6 Dec-01-2020 12:02:46 (UTC-06:00) Central Time  |(b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

Form | Dec-01-2020 12:03:01 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: IMAGING - Comments

Nov/30/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

1 Dec-01-2020 12:03:01 (UTC-06:00) Central Time  |(0) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

POT_COVID_ILL 2 - Unscheduled Visiton Form: IMAGING - Comments
Nov/30/2020

Visit:

Form Version: 06-Jul-2020 21:53
Site No: 1042

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

2 Dec-01-2020 12:03:01 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: IMAGING - Comments

Nov/30/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

3 Dec-01-2020 12:03:01 (UTC-06:00) Central Time  |(0) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001
POT_COVID_ILL 2 - Unscheduled Visiton Form: IMAGING - Comments
Nov/30/2020

Visit:

Form Version: 06-Jul-2020 21:53
Site No: 1042

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

4 Dec-01-2020 12:03:01 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
(US & Canada)

Page 438 of 672

*** Confidential***
FDA-CBER-2021-5683-0908631




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: WITHDRAWAL OF CONSENT - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: —-

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Jan-20-2021 15:33:14 (UTC-06:00) Central Time  |(b) (4), (b) (6)

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: Disposition Form: WITHDRAWAL OF CONSENT - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
1 Jan-20-2021 15:33:14 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable

(US & Canada)
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: DEATH DETAILS CODED - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: —-

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Jan-20-2021 15:33:27 (UTC-06:00) Central Time  |(b) (4), (b) (6)

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: Disposition Form: DEATH DETAILS CODED - Comments

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

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

1 Jan-20-2021 15:33:27 (UTC-06:00) Central Time (b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

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: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
Form | Jan-18-2021 12:16:27 (UTC-06:00) Central Time | (b) (4). (b) (6) Not Applicable
(US & Canada)
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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

SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

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

¢ CRF_Sign
e CRF_Sign 1
Name Signature Date Type Action
M eaning
(b) (6) N/A Mar-12-2021 09:39:01 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-11-2021 08:56:42 (UTC-06:00) Central 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 bel ow.

(b) (6) N/A Feb-10-2021 17:20:13 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-03-2021 11:28:42 (UTC-06:00) Central 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 bel ow.

(b) (6) N/A Feb-01-2021 15:00:51 (UTC-06:00) Central 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

SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Affidavit:

N/A

(b) (6) Approved Jan-25-2021 14:29:47 (UTC-06:00) Central 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 bethelegally binding equivaent of my handwritten signature.

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

(b) (6) N/A Dec-01-2020 10:48:39 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-03-2020 15:42:57 (UTC-06:00) Central Time | BOOK Signed

(US & Canada)

Affidavit:
By my dated signature below, 1,1 (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 bethelegally binding equivalent of my handwritten signature.

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

(b) (6) N/A Nov-03-2020 09:37:15 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-02-2020 15:43:57 (UTC-06:00) Central Time | BOOK Signed
(US & Canada)
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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

SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

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 bethelegally binding equivaent of my handwritten signature.

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

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)
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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
SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Select appropriate response - Protocol version

| Date L ocation User Value Reason
Sep-11-2020 11:29:49 ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time b(4)'e 24 JUL 2020

(US & Canada) ®®

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

| Date L ocation User Value Reason
Sep-11-2020 11:29:49 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time b(4)é STAGE 3 COHORTS

(US & Canada) ®©
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21.02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Consent Was:

‘ Date L ocation User Value Reason
Sep-11-2020 11:30:03 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time b(4)é OBTAINED
(US & Canada) ®© Date Written Consent Obtained

Sep/10/2020
Page 448 of 672

*** Confidential***
FDA-CBER-2021-5683-0908641




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (@)

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Subject ID

‘Date L ocation |User ‘VaJue Reason
Sep-11-2020 11:29:40 ACVOPFEINFP6000 | auto calc Data Entry: Item copied from
(UTC-06:00) Centra Time (autocalc) |10421217 previous form
(US & Canada)

| 2. Birth Date:

‘ Date L ocation | User | Value Reason
Sep-11-2020 11:29:36 ACVOPFEINFP6000 | auto calc Data Entry: Enrollment Entry
(UTC-06:00) Central Time (autocalc) |(b) (6) /1990
(US & Canada)

|3 sex:

‘ Date L ocation | User | Value Reason
Sep-11-2020 11:30:15 AcvorreINFPeooo | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) FEMALE
(US & Canada)

‘ 4. Ethnicity:

‘ Date L ocation ‘ User ‘ Value Reason
Sep-11-2020 11:30:15 AcvorrEINFPsoo0 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) NOT HISPANIC OR LATINO(A) OR
(US & Canada) OF SPANISH ORIGIN

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

| Date L ocation | User | Value Reason
Sep-11-2020 11:30:15 AcvorreiNFPeooo | (0) (4), (B) | pata Entry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

(6) WHITE
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Sep-11-2020 11:30:40 AcvorrEINFPe0o0 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Sep/10/2020
(US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

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

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date of Completion/Discontinuation/Death

‘ Date L ocation User Value Reason
Sep-11-2020 11:31:08 ACVOPFEINFP6000 | () ). () (6) | pata Entry: Initial Entry
(UTC-06:00) Centra Time Sep/10/2020
(US & Canada)

| 2. Phase of Disposition:

‘Date L ocation ’User |Value Reason
Sep-11-2020 11:31:08 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Centra Time

(autocalc) | SCREENING

(US & Canada)

’ 3. Status:

‘Date L ocation |User |Value Reason
Sep-11-2020 11:31:08 AcvorreINFPeooo | (B) (4). (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) COMPLETED
(US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

[1a

‘ Date L ocation ’ User |Value Reason
Sep-11-2020 11:31:51 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | Line/MH Numb 1
(US & Canaja) er:

Medical Histor Medication Allergy (
y Term: Trileptal)

Start Date; UNK/UNK/2016
Ongoing: YES

| l.aLine/MH Number:

‘Date L ocation ’User |VaJue Reason
Sep-11-2020 11:31:51 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |1
(US & Canada)

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

‘ Date L ocation User Value Reason
Sep-11-2020 11:31:51 AcvorFEINFPs000 | (B) (4), (B) | pataEntry: Initial Entry
(UTC-06:00) Central Time (6) Medication Allergy (Trileptal)

(US & Canada)

‘ 1l.a Start Date:

‘Date L ocation |User |Value Reason
Sep-11-2020 11:31:51 AcvorreINFPeoc0 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Centra Time UNK/UNK/2016
(US & Canada)

‘ 1.a Ongoing:

‘ Date L ocation ‘ User ‘ Value Reason
Sep-11-2020 11:31:51 AcVOPFEINFP6000 | (D) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)

‘ 1b

‘ Date ’ L ocation ’ User |Value | Reason

‘ Sep-11-2020 11:32:13 ACVOPFEINFP6000 | auto calc Data Entry: Initial 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

SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 2
(US& Canadg) Medical History Ter Seasonal Allergi
m: es
Start Date: UNK/UNK/199
2
Ongoing: YES

| Lb Line/MH Number:

‘ Date L ocation ’ User | Value Reason
Sep-11-2020 11:32:13 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2
(US & Canada)

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

‘ Date L ocation User Value Reason
Sep-11-2020 11:32:13 AcvorreiNFPeooo | (B) (4). (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6 Seasonal Allergies
(US & Canada)

‘ 1.b Start Date:

| Date L ocation | User |Value Reason
Sep-11-2020 11:32:13 AcvoPFEINFPe0o0 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6 UNK/UNK/1992
(US & Canada)

‘ 1.b Ongoing:

| Date L ocation | User |Value Reason
Sep-11-2020 11:32:13 AcvorrEINFPeoco | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)

‘ 1lc

| Date L ocation | User | Value Reason
Sep-11-2020 11:32:34 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 3
(US& Canada) Medical History Te Food Allergy (M

rm: ilk)
Start Date: UNK/UNK/1998
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ 1.cLine/MH Number:

‘ Date L ocation ’ User | Value Reason
Sep-11-2020 11:32:34 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)

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

| Date L ocation | User | Value Reason
Sep-11-2020 11:32:34 ACVOPFEINFP6000 | (B) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Food Allergy (Milk)

(US & Canada)

‘ 1.c Start Date:

|Date L ocation |User |Value Reason
Sep-11-2020 11:32:34 AcvOPFEINFPs000 | (B) (4), (B) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/1998
(US & Canada)

‘ 1.c Ongoing:

| Date L ocation | User | Value Reason
Sep-11-2020 11:32:34 AcvoPFEINFPeoo0 | (B) (4), (0) | pata Entry: Initial Entry
(UTC-06:00) Central Time 6 YES
(US & Canada)

|1

|Date L ocation |User |Value Reason
Sep-11-2020 11:33:02 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/lMH Numbe 4
(US & Canada) re

Medical History Blood Clots (Thro
Term: mbus)
Start Date: Apr/UNK/2019
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

SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

‘ 1.d LineMH Number:

‘ Date L ocation ’ User | Value Reason
Sep-11-2020 11:33:02 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |4
(US & Canada)

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

| Date L ocation User Value Reason
Sep-11-2020 11:33:02 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time b(4)é Blood Clots (Thrombus)
(US & Canada) ) ©)
‘ 1.d Start Date:
| Date L ocation User Value Reason
Sep-11-2020 11:33:02 ACVOPFEINFP6000 | (D) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Apr/UNK/2019
(US & Canada)
‘ 1.d Ongoing:
| Date L ocation User Value Reason
Sep-11-2020 11:33:02 AcvOPFEINFP000 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)
‘ le
|Date L ocation |User |Value Reason
Sep-11-2020 11:33:32 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 5
(US & Canada) Medical History Ter Peptic Ulcer
m:
Start Date: UNK/UNK/20
09
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ 1l.eLine/MH Number:

‘ Date L ocation ’ User | Value Reason
Sep-11-2020 11:33:32 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)

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

| Date L ocation User Value Reason
Sep-11-2020 11:33:32 AcvorreINFPsooo | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Peptic Ulcer
(US & Canada)

‘ 1.e Start Date:

|Date L ocation |User |Value Reason
Sep-11-2020 11:33:32 ACVOPFEINFP6000 | (b) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/2009
(US & Canada)

‘ 1.e Ongoing:

| Date L ocation | User | Value Reason
Sep-11-2020 11:33:32 AcvorrEINFPso00 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)

|11

|Date L ocation |User |Value Reason
Sep-11-2020 11:34:04 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number: 6
(US & Canada) Medical History Ter Asthma

m:
Start Date: UNK/UNK/19
93
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ 1.f Line/MH Number:

‘ Date L ocation ’ User | Value Reason
Sep-11-2020 11:34:04 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |6

(US & Canada)

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

| Date L ocation User Value Reason
Sep-11-2020 11:34:04 ACVOPFEINFP6000 | (B) (4), (B) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Asthma
(US & Canada)
‘ 1.f Start Date:
| Date L ocation User Value Reason
Sep-11-2020 11:34:04 ACVOPFEINFP6000 | (B) (4), (B) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/1993
(US & Canada)
‘ 1.f Ongoing:
| Date L ocation | User |Va|ue Reason
Sep-11-2020 11:34:04 ACVOPFEINFP6000 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)
‘ 19
| Date L ocation | User | Value Reason
Sep-11-2020 11:34:40 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Numbe 7
(US & Canada) r:
Medical History Attention Deficit D
Term: isorder
Start Date: UNK/UNK/2012
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY -

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:

eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

44

‘ 1.gLine/MH Number:

‘ Date L ocation ’ User | Value Reason
Sep-11-2020 11:34:40 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |7
(US & Canada)

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

| Date L ocation User Value Reason
Sep-11-2020 11:34:40 AcvorreINFPeo00 | (B) (4), (B) | pataEntry: Initial Entry
(UTC-06:00) Central Time (6) Attention Deficit Disorder
(US & Canada)

‘ 1.g Start Date:

| Date L ocation User Value Reason
Sep-11-2020 11:34:40 AcVOPFEINFPs000 | (B) (4), (B) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/2012
(US & Canada)

‘ 1.g Ongoing:

| Date L ocation User Value Reason
Sep-11-2020 11:34:40 ACVOPFEINFP6000 | (B) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)

|1h

|Date L ocation |User |Value Reason
Sep-11-2020 11:35:02 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number: 8
(US & Canada) Medical History Ter Anxiety

m:
Start Date: UNK/UNK/20
05
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ 1.h Line/MH Number:

‘ Date L ocation ’ User | Value Reason
Sep-11-2020 11:35:02 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |8
(US & Canada)

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

| Date L ocation User Value Reason
Sep-11-2020 11:35:02 AcvorreINFPe000 | (B) (4), (B) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) Anxiety
(US & Canada)

‘ 1.h Start Date:

|Date L ocation |User |Value Reason
Sep-11-2020 11:35:02 AcvorreiNFPeooo | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/2005
(US & Canada)

‘ 1.h Ongoing:

| Date L ocation | User | Value Reason
Sep-11-2020 11:35:02 AcvorrEINFPs000 || (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)

|1

|Date L ocation |User |Value Reason
Sep-11-2020 11:35:24 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number: 9
(US & Canada) Medical History Ter Insomnia

m:
Start Date: UNK/UNK/20
01
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ 1.i Line/MH Number:

‘ Date L ocation ’ User |Value Reason
Sep-11-2020 11:35:24 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |9
(US & Canada)

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

| Date L ocation | User |Value Reason
Sep-11-2020 11:35:24 AcvorrEINFPso00 | (B) (4), (0) | pata Entry: Initial Entry
(UTC-06:00) Central Time Insomnia
(US & Canada)

‘ 1.i Start Date:

| Date L ocation | User |Value Reason
Sep-11-2020 11:35:24 AcvorreiNFPeooo | (B) (4), (B) | pataEntry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/2001
(US & Canada)

‘ 1.i Ongoing:

| Date L ocation | User |Va|ue Reason
Sep-11-2020 11:35:24 AcvorreINFPsooo | (B) (4). (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time 6 YES
(US & Canada)

‘ 1

| Date L ocation | User | Value Reason
Sep-11-2020 11:35:51 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Numbe 10

(US & Canada)

r:
Medical History Bipolar Disorder T

Term: ypell
Start Date: UNK/UNK/2015
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

SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

‘ 1j Line/MH Number:

‘ Date L ocation ’ User | Value Reason
Sep-11-2020 11:35:51 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |10
(US & Canada)

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

| Date L ocation User Value Reason
Sep-11-2020 11:35:51 ACVOPFEINFP6000 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Bipolar Disorder Typell
(US & Canada)
‘ 1j Start Date:
| Date L ocation User Value Reason
Sep-11-2020 11:35:51 AcvorrEINFPe0o0 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/2015
(US & Canada)
‘ 1, Ongoing:
| Date L ocation User Value Reason
Sep-11-2020 11:35:51 AcVOoPFEINFP6000 | (D) (4), (B) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)
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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: 1042
Subject No: 10421217
Generated By: | (b) (4)

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

|1k
| Date L ocation | User |Value Reason
Sep-11-2020 11:36:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Num 11
(US & Canada) ber:
Medical Histor Osteonecrosis of the
y Term: Knee[L]
Start Date: UNK/UNK/2018
Ongoing: NO
End Date:
Feb/19/2020
| 1.k Line/MH Number:
| Date L ocation | User | Value Reason
Sep-11-2020 11:36:28 ACVOPFEINFP6000 |autocelc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |11
(US & Canada)

| 1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

|Date L ocation |User |VaJue Reason
Sep-11-2020 11:36:28 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Osteonecrosis of the Knee[L]

(US & Canada)

| 1k Start Date:

| Date L ocation | User | Value Reason
Sep-11-2020 11:36:28 AcvoprreINFPso00 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/2018

(US & Canada)

| 1.k Ongoing:

| Date L ocation User Value Reason
Sep-11-2020 11:36:28 AcvoPFEINFPe000 | (B) (4), (b) | pataEntry: Initial Entry
(UTC-06:00) Central Time (6) NO

(US & Canada) End Date:

Feb/19/2020
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

1l
| Date L ocation | User ’ Value Reason
Sep-11-2020 11:36:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 12
(US & Canada) Medical History Ter Migraines
m:
Start Date: UNK/UNK/20
12
Ongoing: YES
| 1.I Line/MH Number:
| Date L ocation | User | Value Reason
Sep-11-2020 11:36:46 ACVOPFEINFP6000 |autocelc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |12
(US & Canada)
| 1.| Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User Value Reason
Sep-11-2020 11:36:46 AcvorreINFPeoo0 | (B) (4). (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Migraines
(US & Canada)
| 1. Start Date:
| Date L ocation | User | Value Reason
Sep-11-2020 11:36:46 AcvOPFEINFPs000 | (B) (4), (B) |pata Entry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/2012
(US & Canada)
| 1.1 Ongoing:
| Date L ocation | User | Value Reason
Sep-11-2020 11:36:46 ACVOPFEINFP6000 (®) (Lé)' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ( YES
(US & Canada)
| 1m
| Date L ocation | User | Value Reason
Sep-11-2020 11:37:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

(autocalc) | Line/MH Number: 13
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Medical History Ter Eczema

m:
Start Date: UNK/UNK/19
91
Ongoing: YES
’ 1.m Line/MH Number:
| Date L ocation | User | Value Reason
Sep-11-2020 11:37:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central Time (autocalc) |13
(US & Canada)
| 1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
|Date L ocation |User |Va|ue Reason
Sep-11-2020 11:37:10 AcvoPFEINFPe000 | (B) (4), (0) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) Eczema
(US & Canada)
| 1.m Start Date:
| Date L ocation | User | Value Reason
Sep-11-2020 11:37:10 AcvorFEINFPeoo0 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/1991
(US & Canada)
| 1.m Ongoing:
| Date L ocation User Value Reason
Sep-11-2020 11:37:10 AcvorreiNFPsooo | (B) (4, (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)
| 1n
| Date L ocation | User | Value Reason
Sep-11-2020 11:37:29 ACVOPFEINFP6000 |autocelc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 14
(US& Canada) Medical History Ter KneePain[L]
m:
Start Date: UNK/UNK/20
18
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

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

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

| 1.n Line/MH Number:

| Date L ocation ‘ User | Value Reason
Sep-11-2020 11:37:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |14
(US & Canada)

| 1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

’ Date L ocation User Value Reason
Sep-11-2020 11:37:29 ACVOPFEINFP6000 | (b) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Knee Pain[L]

(US & Canada)

| 1.n Start Date:

’ Date L ocation | User ’ Value Reason
Sep-11-2020 11:37:29 ACVOPFEINFP6000 | (b) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Centra Time (6) UNK/UNK/2018
(US & Canada)

| 1.n Ongoing:

’ Date L ocation | User ’ Value Reason
Sep-11-2020 11:37:29 AcvorrEINFPs000 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)

10

’ Date L ocation | User | Value Reason
Sep-11-2020 11:38:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Num 15

Medical Histor Core Decompression
y Term: [L] Knee
Start Date: Feb/19/2019
Ongoing: NO
End Date:
Feb/19/2019
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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: 1042
Subject No: 10421217
Generated By: | (b) (4)

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

| 1.o0Ling/MH Number:

| Date L ocation ‘ User | Value Reason
Sep-11-2020 11:38:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |15
(US & Canada)

| 1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

’ Date L ocation User Value Reason
Sep-11-2020 11:38:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time t$4)é Core Decompression [L] Knee
(US & Canada) ®)©)

| 1.0 Start Date:

’ Date L ocation User Value Reason
Sep-11-2020 11:38:20 AcvorrEINFPeoo0 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Feb/19/2019
(US & Canada)

| 1.0 Ongoing:

’Date L ocation |User ’Value Reason
Sep-11-2020 11:38:20 AcvoPFEINFPe000 | (B) (4), (0) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) NO
(US & Canada) End Date:

Feb/19/2019
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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: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date:

‘Date L ocation |User |Value Reason
Sep-11-2020 11:39:56 AcvorreINFPeooo | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Sep/10/2020
(US & Canada)

| 2. Weight:

‘Date L ocation |User |Value Reason
Sep-11-2020 11:39:56 AcvoPrEINFPe0o0 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) 158.0
(US & Canada)

] 3, Unit:

‘ Date L ocation | User | Value Reason
Sep-11-2020 11:39:56 AcvorrEINFPs000 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) LB
(US & Canada)

‘ 4. Height:

‘ Date L ocation User Value Reason
Sep-11-2020 11:39:56 AcvorreiNFPeooo | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) 67.0
(US & Canada)

‘ 5. Unit:

| Date L ocation | User | Value Reason
Sep-11-2020 11:39:56 AcvopreINFPeoco | (B) (4), (B) | pataEntry: Initial Entry
(UTC-06:00) Central Time (6) in
(US & Canada)

‘ 6. Body Mass | ndex:

| Date L ocation | User | Value Reason
Sep-11-2020 11:39:56 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 24.7

(US & Canada)

‘ 7.a
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Sep-11-2020 11:39:56 AcvorrEINFPso00 || (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Record Identifier:: 1
(US& Canada) Temperature: 985
TemperatureUnit: F
TemperatureLocati ORAL CAVI
on:: TY
‘ 7.a Record | dentifier:
| Date L ocation | User |Value Reason
Sep-11-2020 11:39:56 ACVOPFEINFP6000 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) 1
(US & Canada)
‘ 7.a Temperature:
| Date L ocation | User |Va|ue Reason
Sep-11-2020 11:39:56 AcvoPFEINFPe000 | (B) (4), (B) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) 985
(US & Canada)
| 7.a Unit:
| Date L ocation | User |Value Reason
Sep-11-2020 11:39:56 AcVOPFEINFP6000 | (B) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) F
(US & Canada)
| 7.a Temperature Location:
| Date L ocation | User |Value Reason
Sep-11-2020 11:39:56 AcvoPrEINFPe000 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) ORAL CAVITY

(US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1 Lab Pane!

‘Date L ocation ’User |Value Reason
Sep-11-2020 11:40:40 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) [URINALYSIS
(US & Canada)

|2 Lab Sub-Pane:

‘Date L ocation ’User |Value Reason
Sep-11-2020 11:40:40 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | PREGNANCY
(US & Canada)

’ 3. Collection Date:

‘ Date L ocation User Value Reason
Sep-11-2020 11:40:40 ACVOPFEINFP6000 | (P) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Sep/10/2020
(US & Canada)

‘ 4. Laboratory Name and Address (Derived)

‘ Date L ocation ’ User | Value Reason
Sep-11-2020 11:40:40 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | STUDY SITE
(US & Canada)

‘ 5. Specimen Type:

| Date L ocation | User | Value Reason
Sep-11-2020 11:40:40 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE
(US & Canada)
‘ 6.a
| Date L ocation | User | Value Reason
Sep-11-2020 11:40:40 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central 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: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ ’ ’ ‘ Not Done:: ‘

| 6.a Sponsor |D:

’ Date ‘ L ocation | User |Value | Reason
Sep-11-2020 11:40:40 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central Time

(autocalc) | 113

(US & Canada)

| 6.a Test:

‘Date L ocation |User |Value Reason
Sep-11-2020 11:40:40 AcvorrEINFPeoo0 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time 6 Choriogonadotropin Beta PX113
(US & Canada)

| 6.a Result:

‘Date L ocation |User |Value Reason
Sep-11-2020 11:40:40 ACVOPFEINFP6000 | (B) (4), (b) |Data Entry: Initial Entry
(UTC-06:00) Central Time (6) NEGATIVE

(US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Randomization Date :

‘ Date L ocation User Value Reason
Sep-11-2020 11:41:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time b(4)é Sep/10/2020
(US & Canada) ®©

| 2. Randomization Number:

‘ Date L ocation User Value Reason
Sep-11-2020 11:41:06 AcvorreINFPeooo | (B) (4), (B) | pata Entry: Initial Entry

(UTC-06:00) Centra Time
(US & Canada)

(6) 85789
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

Audit Trail Hi

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

story

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin

’Date L ocation |User |Value Reason
Sep-11-2020 11:41:19 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [SITE
(US & Canada)

‘ 2. Sample Type

’ Date L ocation | User | Value Reason
Sep-11-2020 11:41:19 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)

‘ 3. Sample Collected?

’ Date L ocation User Value Reason
Oct-01-2020 05:47:47 ACVOPFEINFPE000 |/(b) (4), (b) (6) Query 2: Closed Response sétisfies
(UTC-06:00) Central Time query.

(US & Canada)

Sep-30-2020 12:29:56 ACVOPFEINFP6000 |/ (b) (4), (b) Query 2: Answered updated

(UTC-06:00) Central Time (6)

(US & Canada)

Sep-28-2020 14:55:39 ACVOPFEINFPE000 || (b) (4). (b) (6) Query 2: Opened Barcodes BPLD0Z

(UTC-06:00) Centra Time and BPLD10 have

(US & Canada) been received by the
lab for Visit 1. Please
review and update or
submit SCF.

Sep-11-2020 12:44:14 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Sep-11-2020 11:41:19 ACVOPFEINFPE000 | auto query Query 1: Candidate ‘Sample Collected?

(UTC-06:00) Central Time (autoquery) is Yes, however no

(US & Canada)

Date of Collection:

(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.

Sep-11-2020 11:41:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Centra Time YES
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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: 1042
Subject No: 10421217
Generated By: | (b) (4)

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

‘ | | Sep/10/2020 |

B

‘ Date | L ocation ‘ User ‘Value ’ Reason
Sep-11-2020 12:44:14 AcvoPFEINFPe000 | (B) (4), (B) |pataEntry: Initial Entry

(UTC-06:00) Central Time

Sample ID: BNSRGR

(US & Canada)

‘ 5.a Sample D

‘ Date L ocation | User | Value Reason
Sep-11-2020 12:44:14 AcvOPFEINFPs000 | (B) (4), (0) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) BN5RGR
(US & Canada)

‘ 5b

’Date L ocation |User |Value Reason
Sep-11-2020 12:44:23 AcvorrEINFPso00 | (B) (4). (B) | pataEntry: Initial Entry

(UTC-06:00) Central Time

Sample ID: BNSRGS

(US & Canada)

‘ 5.b Sample 1D

’ Date L ocation | User | Value Reason
Sep-11-2020 12:44:23 AcvorrEINFPso00 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) BN5RGS

(US & Canada)

‘ 5.c

’ Date L ocation | User | Value Reason
Sep-11-2020 12:44:32 acvorreINFPsooo | () (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Sample | D: BNSRGT

(US & Canada)

’ 5.c Sample D

‘ Date L ocation User Value Reason
Sep-11-2020 12:44:32 AcvoPFEINFPe000 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) BNSRGT

(US & Canada)

|54

*** Confidential***

Page 473 of 672

FDA-CBER-2021-5683-0908666




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

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

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

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

|Date L ocation |User |Value Reason
Sep-30-2020 12:27:48 ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time ). Sample |D: BPLDOZ

(US & Canada) (0) (6)

‘ 5.d Sample ID

|Date L ocation |User |Value Reason
Sep-30-2020 12:27:48 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, BPLDO0OZ

(US & Canada) (0) (6)

‘ S5e

|Date L ocation |User |Value Reason
Sep-30-2020 12:28:03 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Sample |D: BPLD10

(US & Canada) (0) (6)

| 5.e Sample D

| Date L ocation | User | Value Reason
Sep-30-2020 12:28:03 ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, BPLD10

(US & Canada)

(b) (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin
|Date L ocation |User |Value Reason
Sep-11-2020 11:41:38 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [SITE
(US & Canada)
‘ 2. Sample Type
| Date L ocation | User | Value Reason
Sep-11-2020 11:41:38 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [ NASAL_SWAB
(US & Canada)
‘ 3. Sample Collected?
| Date L ocation User Value Reason
Sep-11-2020 12:44:55 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Sep-11-2020 11:41:38 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Sep-11-2020 11:41:38 ACVOPFEINFP6000 | (P) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada) Date of Collection:
Sep/10/2020
| 5a
‘Date L ocation |User |Value Reason
Sep-11-2020 12:44:55 AcvorreINFPeooo | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time 6 Sample ID: BN5RGB
(US & Canada)
| 5.a Sample D
‘Date |Loca1ion |User |Value ’Reason
ACVOPFEINFP6000 |(B) (4). (0) 6) | pata Entry: Initial Entry

‘ Sep-11-2020 12:44:55
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Central Time
(US & Canada)

(b) (4), BN5RGB

(b) (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21.04

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Was there a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Sep-11-2020 11:42:10 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time b(4)é NO
(US & Canada) ®©

| 2. Treatment Name

‘Date L ocation ’User |Value Reason
Sep-11-2020 11:42:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | BLINDED THERAPY
(US & Canada)

’ 3. Formulation:

‘ Date L ocation ’ User | Value Reason
Sep-11-2020 11:42:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |INJECTION
(US & Canada)

‘ 4. Dose Date Time:

‘ Date L ocation User Value Reason
Sep-11-2020 11:42:10 ACVOPFEINFP6000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time b(“)'6 Sep/10/2020 11:16
(US & Canada) ®©

‘ 5. Anatomical Location:

| Date L ocation | User | Value Reason
Sep-11-2020 11:42:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE
(US & Canada)

‘ 6. Body Side:

| Date L ocation User Value Reason
Sep-11-2020 11:42:10 AcvoprreINFPeoo0 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) RIGHT
(US & Canada)

‘ 7. Route:
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘Date L ocation ’User |Value Reason
Sep-11-2020 11:42:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |[INTRAMUSCULAR
(US & Canada)

‘ 10. Timeframe Subject Was Observed

‘Date L ocation ’User |Value Reason
Sep-11-2020 11:42:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Centra 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

Sep-11-2020 11:42:10
(UTC-06:00) Central Time
(US & Canada)

AcvoPFEINFPs000 | (B) (4), (B) |pataEntry:

Initial Entry
(6) YES
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1042
Subject No: 10421217
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: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Select appropriate response - Reactogenicity diary collection

‘Date L ocation |User |Value Reason
Sep-11-2020 11:42:22 AcvoPFEINFPs000 | (D) (4), (B) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) NO - REACTOGENICITY E-DIARY
(US & Canada) NOT COLLECTED FOR THIS SUBJ

ECT
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Sep-30-2020 13:33:13 AcvorreiNFPeooo | (B) (4). (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Sep/29/2020
(US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date:

‘ Date L ocation User Value Reason
Sep-30-2020 13:33:52 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Sep/29/2020
(US & Canada) ®©

| 2a

‘ Date L ocation User Value Reason
Sep-30-2020 13:33:52 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (tf)426) Record I dentifier:: 1
(US& Canada) Temperature: 98.2

TemperatureUnit: F
TemperatureLocati ORAL CAVI

on:: TY

‘ 2.a Record I dentifier:

| Date L ocation User Value Reason
Sep-30-2020 13:33:52 ACVOPFEINFPE000 | (b) Data Entry: Initia Entry
(UTC-06:00) Central Time tf4)é 1
(US & Canada) ®)

| 2.a Temperature:

| Date L ocation User Value Reason
Sep-30-2020 13:33:52 AcvoPrEINFPs000 | (B) (4), (B) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) 98.2
(US & Canada)

| 2.aUnit:

|Date L ocation |User |Value Reason
Sep-30-2020 13:33:52 AcvorreINFPeooo | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time 6 F
(US & Canada)

| 2.a Temperature Location:

‘Date L ocation |User |Value Reason
Sep-30-2020 13:33:52 AcvorrEINFPsooo | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) ORAL CAVITY

Page 481 of 672

*** Confidential***
FDA-CBER-2021-5683-0908674



090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

(b) (4), (b) (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1 Lab Pane!

‘Date L ocation ’User |Value Reason
Sep-30-2020 13:34:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) [URINALYSIS
(US & Canada)

|2 Lab Sub-Pane:

‘Date L ocation ’User |Value Reason
Sep-30-2020 13:34:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | PREGNANCY
(US & Canada)

’ 3. Collection Date:

‘ Date L ocation | User |Va|ue Reason
Sep-30-2020 13:34:05 AcvorreINFPeooo | (B) (4). (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Sep/29/2020
(US & Canada)

‘ 4. Laboratory Name and Address (Derived)

‘ Date L ocation ’ User | Value Reason
Sep-30-2020 13:34:05 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | STUDY SITE
(US & Canada)

‘ 5. Specimen Type:

| Date L ocation | User | Value Reason
Sep-30-2020 13:34:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE
(US & Canada)
‘ 6.a
| Date L ocation | User | Value Reason
Sep-30-2020 13:34:05 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 113
(US & Canada) | dentifier:
Test:: Choriogonadotropin
Beta PX113
Result:: NEGATIVE
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ ’ ’ ‘ Not Done:: ‘

| 6.a Sponsor |D:

’Date ‘Location |User |Value |Reason
Sep-30-2020 13:34:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central Time

(autocalc) | 113

(US & Canada)

| 6.a Test:

‘Date L ocation |User |Value Reason
Sep-30-2020 13:34:05 AcvoPFEINFPs000 | (B) (4), (B) |pataEntry: Initial Entry
(UTC-06:00) Central Time (6) Choriogonadotropin Beta PX113
(US & Canada)

| 6.a Result:

‘Date L ocation |User |Value Reason
Sep-30-2020 13:34:05 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NEGATIVE

(US & Canada)

(b) (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

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, Locked, Frozen, Verified

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin

|Date L ocation |User |Value Reason
Sep-30-2020 13:34:21 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [SITE
(US & Canada)

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Sep-30-2020 13:34:21 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [ NASAL_SWAB
(US & Canada)

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Sep-30-2020 15:21:49 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Sep-30-2020 13:34:21 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Sep-30-2020 13:34:21 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time é“)'e YES

(US& Canada) ®) ( Date of Collection:

Sep/29/2020

| 5a

‘ Date L ocation User Value Reason
Sep-30-2020 15:21:49 ACVOPFEINFP6000 | (b) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Sample ID: BN5PXR
(US & Canada)

| 5.a Sample D

‘Date |Loca1ion |User |Value ’Reason

ACVOPFEINFP6000 | ® ). 0)(®) | pata Entry: Initial Entry

‘ Sep-30-2020 15:21:49
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Central Time
(US & Canada)

(b) (4), BN5PXR

(b) (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Was there a temporary delay of vaccination?

‘ Date L ocation User Value Reason
-30-2020 13:35:02 ACVOPFEINFP6000 || (b) Data Entry: Initial Entr
Data Entry: y
(UTC-06:00) Central Time b(4)é NO
(US & Canada) ®©

| 2. Treatment Name

‘Date L ocation ’User |Value Reason
Sep-30-2020 13:35:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY
(US & Canada)

’ 3. Formulation:

‘ Date L ocation ’ User | Value Reason
Sep-30-2020 13:35:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |INJECTION
(US & Canada)

‘ 4. Dose Date Time:

‘ Date L ocation User Value Reason
Sep-30-2020 13:35:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time b(“)'6 Sep/29/2020 16:48
(US & Canada) ®©

‘ 5. Anatomical Location:

| Date L ocation | User | Value Reason
Sep-30-2020 13:35:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE

(US & Canada)
‘ 6. Body Side:
| Date L ocation User Value Reason
Sep-30-2020 13:35:02 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time b(4)'6 RIGHT

(US & Canada) ) ©)

‘ 7. Route:
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION - eCRF Audit Trail History

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

SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
‘ Date L ocation ’ User |Value Reason
Sep-30-2020 13:35:02 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |[INTRAMUSCULAR

(US & Canada)

‘ 10. Timeframe Subject Was Observed

‘ Date L ocation ’ User |Value Reason
Sep-30-2020 13:35:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra 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
Sep-30-2020 13:35:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time é4)é YES
(US & Canada) ®®
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Back to Form

’ 1. Date of Visit

‘Date L ocation User |VaJue |Reason
Nov-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies query
15:41:28 1: Clo
(UTC-06:00) sed
Central Time
Us&
Canada)
Nov-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies query
15:22:46 2:Clo
(UTC-06:00) sed
Centra Time
Us&
Canada)
Nov-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Original valueis correct
09:37:44 (6) 1: Ans
(UTC-06:00) wered
Central Time
Us&
Canada)
Nov-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Updated
09:37:34 (6) 2: Ans
(UTC-06:00) wered
Centra Time
Us&
Canada)
Nov-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | DM: The treatment period is
06:21:00 (6) 2: Ope | defined as 1st vaccination visit
(UTC-06:00) ned through the 1-month post
Central Time vaccination visit after the 2nd
Us& vaccination. Please complete
Canada) treatment disposition CRF and
update date of EOT to match
date of visit at visit 3.
Nov-03-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5250564;The Date of
04:45:05 (b) (4) 1: Ope | Visit at Visit
(UTC-06:00) ned V3 _MONTH1_POSTVAX2 L
Centra Time isthe same as the other Date
Us& of Visit at Visit COVID_A.
Canada) Please review for duplication
and update as appropriate.
Nov-02-2020 | ACVOPFEINFPS000 (b) (4), (b) (6) ata |Initial Entry
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V3_MONTH1 POSTVAX2_L
Form Version: 22-Apr-2020 21.02
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

09:03:48
(UTC-06:00)
Central Time
Us&
Canada)

(b) (4), (b) (6) Entry

oct/27
12020
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMU
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

NOGENICITY - eCRF

Back to Form

‘ 1. Data Origin

|Date L ocation |User |Value Reason
Nov-02-2020 09:04:03 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE

(US & Canada)

‘ 2. Sample Type

|Date L ocation |User |Value Reason
Nov-02-2020 09:04:03 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM

(US & Canada)

‘ 3. Sample Collected?

| Date L ocation | User | Value Reason
Nov-02-2020 09:04:34 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)
Nov-02-2020 09:04:03 ACVOPFEINFP6000 | auto query | Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.

Please review and
correct as appropriate.
Nov-02-2020 09:04:03 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, YES
(US & Canada) ®) (& Date of Collection:
Oct/27/2020

| 5a

‘Date L ocation |User |VaJue Reason
Nov-02-2020 09:04:34 ACVOPFEINFP6000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time (4), Sample |D: BRD7R3
(US & Canada) (®) (6)

| 5.a Sample D

‘Date |Loca1ion |User ’VaJue |Reason
Nov-02-2020 09:04:34 ACVOPFEINFP6000 Data Entry: Initial Entry

(b) (4), (b)
(6)
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

, (b) (4), (b)

‘ (UTC-06:00) Central Time (6) BRD7R3
(US & Canada)

|5b

|Date |Location |User |Va|ue |Reason
Nov-02-2020 09:04:54 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample |D: BRD7R4
(US & Canada) (b) (&

| 5.b Sample D

|Date L ocation |User |Va|ue Reason
Nov-02-2020 09:04:54 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, BRD7R4
(US & Canada) ®) (6

| 5.c

‘Date L ocation |User |VaJue Reason
Nov-02-2020 09:05:31 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample |D: BRD7R5
(US & Canada) ) (&

| 5.c Sample D

‘Date L ocation |User ’VaJue Reason
Nov-02-2020 09:05:31 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, BRD7R5
(US & Canada) (b)(6

|5

‘Date L ocation |User ’Value Reason
Nov-02-2020 09:06:20 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample |D: BKZFOS
(US & Canada) (®) (6

‘ 5.d Sample ID

‘Date L ocation |User ’Value Reason
Nov-02-2020 09:06:20 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (QOF BKZF0S
(US & Canada) (®) (6

[5e
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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, Locked, Frozen, Verified

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
’ Date L ocation | User | Value Reason
Nov-02-2020 09:06:30 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) Sample 1D: BKZFOT

(US & Canada) (b) (6)
‘ 5.eSample|D
’ Date L ocation | User | Value Reason
Nov-02-2020 09:06:30 ACVOPFEINFP6000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @, BKZFOT

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

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Back to Form

‘ 1. Date of Visit

‘ Date L ocation User |Value | Reason

Nov-03-2020 | ACVOPFEINFP6000 Erica Weaver Query | Response satisfies query
15:12:34 (b) (4) 3:Clo

(UTC-06:00) sed

Centra Time

Us&

Canada)

Nov-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | visits were completed on the
11:23:30 3: Ans | same day

(UTC-06:00) wered

Central Time

Us&

Canada)

Nov-03-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5250563; The Date of
04:45:05 (b) (4) 3:Op |[Visitat Visit COVID_A isthe
(UTC-06:00) ened | same asthe other Date of Visit
Centra Time at Visit

Us& V3_MONTH1 POSTVAX2 L.
Canada) Please review for duplication

and update as appropriate.

Oct-29-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

16:23:36 (autoquery) 1: Dd

(UTC-06:00) eted

Centra Time

Us&

Canada)

Oct-29-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

16:20:48 (autoquery) 2: Del

(UTC-06:00) eted

Central Time

Us&

Canada)

Oct-29-2020 | ACVOPFEINFPE000 auto query Query | Date of Visit is completed but
16:20:03 (autoquery) 2: Can | Date of Assessment in the
(UTC-06:00) didate | Signsand Symptomsformis
Central Time missing. Please review and
(US& update as appropriate.
Canada)

Oct-29-2020 | ACVOPFEINFP6000 auto query Query | Date of Visit is completed but
16:20:03 (autoquery) 1: Can | Date of Collection in both
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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/27/2020

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

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) didate | Nasal Swab Self and Nasal
Centra Time Swab are missing. Please
(US& review and update as
Canada) appropriate.

Oct-29-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data | Initia Entry

16:20:03 Entry

(UTC-06:00) H

Central Time Oct/2

(Us& 71202

Canada) 0

‘ 3. COVID-19 IlIness Visit:

‘Date L ocation ’User |Value Reason
Oct-29-2020 16:20:03 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | COVID_A
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 10-Oct-2020 16:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Assessment:

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Oct/27/2020
(US & Canada)
‘ 2. Date of First Symptom Started:
| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Oct/27/2020
(US & Canada)
‘ 3. Symptoms Ongoing?
| Date L ocation User Value Reason
Feb-01-2021 16:42:30 ACVOPFEINFPE000 |/(b) (4), (b) (6) Query 2: Closed Response satisfies query
(UTC-06:00) Central
Time (US & Canada)
Feb-01-2021 15:00:51 ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Feb-01-2021 15:00:51 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) NO
Time (US & Canada) Date of Last Symptom Resolve
d:
Jan/11/2021
Feb-01-2021 14:03:37 ACVOPFEINFP6000 |/(b) (4), (b) (6) Query 2: Opened CLINQUERY: Please
(UTC-06:00) Central clarify whether the
Time (US & Canada) reported symptoms are
still ongoing? If
symptoms have ended,
please update
 Symptoms Ongoing’ on
to‘NO’ and add Date of
Last Symptom Resolved
on the CRF.
Dec-16-2020 09:26:15 ACVOPFEINFPE000 |[(b) (4), (b) (6) Query 1: Closed Response satisfies query
(UTC-06:00) Central
Time (US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 10-Oct-2020 16:02

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Dec-15-2020 08:43:55
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 1: Answered

Changed data per query

Dec-14-2020 10:00:02
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Reissued:Opened

CLINQUERY: Thank
you for updating. If al
data has now been
transferred, please mark
COVID_Bvisitas
ERRONEOUSVISIT
viathe tick button on
DOV CRF and add mark
al other CRFswith
comments of Not
Applicable to avoid
further queries on this
visit.

Dec-11-2020 16:18:32
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). (b)
(6)

Query 1: Answered

Changed data per query

Dec-11-2020 15:32:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Reissued:Opened

CLINQUERY: FUP with
CRA. Given that the
subject developed
symptoms while
symptoms were ongoing
from COVID_A visit, in
this case per PA7, 2nd
COVID visit is not
required. Please move
the details of thisvisit
from all CRFsto
COVID_A visitas

appropriate

Dec-11-2020 08:53:02
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b)
(6)

Query 1: Answered

Per subject symptoms
fromill visit 1 did not
resolve whenill visit 2
performed. New
symptoms started in
additiontoill 1
symptoms

Dec-08-2020 12:55:20
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 1: Reissued:Opened

CLINQUERY: Did
symptoms from this
COVID_A visit resolve?
If so, add resolution date.
If new symptoms are
reported within 4 days
after resolution of all
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Header Text: c4591001

Visit: POT_COVID_ILL 1
Oct/27/2020

- Unscheduled Visit on

Form Version: 10-Oct-2020 16:02

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

previous symptoms, they
will be considered as part
of asingleillness. Please
fluwith CRA.

Dec-02-2020 14:56:20
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b)
(6)

Query 1: Answered

New symptoms started
after first covid ill Visit

Dec-02-2020 13:28:39
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Opened

CLINQUERY:COVID_B
visit is conducted while
symptoms from this 1st
visit isongoing.Are
symptoms still ongoing?
If the subject develops
new symptoms while any
of the symptoms from
1st visit ongoing, new
symptoms should be
added to 1st visit. please
clarify

Dec-02-2020 06:06:30
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Candidate

CLINQUERY:COVID_B
visit is conducted while
symptoms from this 1st
visit isongoing.Are
symptoms till ongoing?
If the subject develops
new symptoms while any
of the symptoms from
1st visit ongoing, new
symptoms should be
added to 1<t visit. please
clarify

(US & Canada)

Symptom Present: YES

Oct-29-2020 16:20:48 ACVOPFEINFP6000 | (b) (4). (b) (6) Data Entry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)

[4a

’ Date L ocation User Value Reason
Dec-11-2020 16:15:34 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information

Oct-29-2020 16:20:48
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

Page 498 of 672

*** Confidential***
FDA-CBER-2021-5683-0908691
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Oct/27/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

| 4.a Symptoms:

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) FEVER
(US & Canada)

| 4.a Was symptom present?

| Date L ocation User Value Reason
Dec-11-2020 16:15:34 ACVOPFEINFPE000 |/ (b) (4), (b) Data Entry: New Information
(UTC-06:00) Central Time (6) YES
(US & Canada)

Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

|ab

‘ Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b (6} Symptoms: NEW OR INCREASE
(US & Canada) D COUGH

Symptom Pr NO
esent:

| 4.b Symptoms:

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED COUGH
(US & Canada)

| 4.b Was symptom present?

‘ Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

| 4.c

‘Date |Location |User |Value |Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 10-Oct-2020 16:02

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada) (b) ). (b) (6) | symptom NEW OR INCREASED
S SHORTNESS OF BREA
TH
Symptom NO
Present:

| 4.c Symptoms:

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED SHORTNES
(US & Canada) S OF BREATH

| 4.c Was symptom present?

’ Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

|ad

‘ Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Symptoms: CHILLS
(US & Canada) Symptom Present: YES

| 4.d Symptoms:

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) CHILLS
(US & Canada)

| 4.d Was symptom present?

‘ Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)

| 4e

‘ Date L ocation User Value Reason
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Header Text: c4591001

Oct/27/2020

Form Version: 10-Oct-2020 16:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Oct-29-2020 16:20:48 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b (6} Symptoms NEW OR INCREASE
(US & Canada) : D MUSCLE PAIN

Symptom NO

Present:

| 4.e Symptoms:

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED MUSCLE P
(US & Canada) AIN

| 4.e Was symptom present?

’ Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

|af

‘ Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (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-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW LOSS OF TASTE OR SMELL
(US & Canada)

| 4.f Was symptom present?

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

| 4.9

‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Oct/27/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Dec-11-2020 16:15:57 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-06:00) Central Time 6) Symptoms NEW OR INCREASE
(US & Canada) ; D SORE THROAT

Symptom YES

Present:
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms NEW OR INCREASE
(US & Canada) : D SORE THROAT

Symptom NO

Present:

‘ 4.9 Symptoms:

’ Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED SORE THR
(US & Canada) OAT

’ 4.9 Was symptom present?

‘ Date L ocation User Value Reason
Dec-11-2020 16:15:57 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-06:00) Central Time (6) YES
(US & Canada)

Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

|ah

‘ Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra Time (b) (6) Symptoms: DIARRHEA

(US & Canada)

Symptom Present: NO
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Oct/27/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

| 4.h Symptoms:

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) DIARRHEA
(US & Canada)

| 4.h Was symptom present?

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

|ai

’ Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: VOMITING
(US& Canada) Symptom Present: NO

| 4.i Symptoms:

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) VOMITING
(US & Canada)

| 4.i Was symptom present?

| Date L ocation User Value Reason
Oct-29-2020 16:20:48 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
| 5a
‘ Date L ocation User Value Reason
Oct-29-2020 16:22:31 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Symptoms - Other: fatigue
(US & Canada)

| 5.a Symptoms - Other Text:

‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 10-Oct-2020 16:02
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Oct-29-2020 16:22:31 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) fatigue
(US & Canada)

|5b

‘ Date L ocation User Value Reason
Oct-29-2020 16:22:43 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms - Other chest congestio
(US & Canada) : n

‘ 5.b Symptoms - Other Text:

‘ Date L ocation User Value Reason
Oct-29-2020 16:22:43 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) chest congestion
(US & Canada)

[5c

|Date L ocation |User |Value Reason
Dec-11-2020 16:16:36 ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time b(4)' Symptoms-  New or increased nasal
(US & Canada) ®) (6) Other: discharge

‘ 5.c Symptoms - Other Text:

|Date L ocation |User |Value Reason
Dec-11-2020 16:16:36 ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, New or increased nasal discharge
(US & Canada) (0) (6)

|5

|Date L ocation |User |Value Reason
Dec-11-2020 16:17:15 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-OGOO) Central Time (4)1 &/mptoms_ Other: Nausea
(US & Canada) (0) (6)

| 5.d Symptoms - Other Text:

| Date L ocation | User | Value Reason
Dec-11-2020 16:17:15 ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, Nausea

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Oct/27/2020 Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
’ 5e
‘ Date L ocation | User |Value Reason
Dec-11-2020 16:17:28 ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC‘OGOO) Central Time (4)1 metoms_ Other: Headache

(US & Canada) (0) (6)

’ 5.e Symptoms - Other Text:

‘Date L ocation |User |Value Reason
Dec-11-2020 16:17:28 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Headache
(US & Canada) (0) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Audit Trail

Oct/27/2020

Form Version: 06-Jul-2020 21:54

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form Status:

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date

L ocation

User Value

Reason

Form Created
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation

User Value

Reason

Dec-11-2020 16:20:57 ACVOPFEINFP6000
(UTC-06:00) Central Time

(US & Canada)

(b) Form Created
),
(b) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Actual Date of Collection:

‘ Date L ocation User Value Reason
Oct-29-2020 16:23:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 2. Specimen Type:

‘ Date L ocation User Value Reason
Oct-29-2020 16:23:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 3. Specimen Collection Location:

| Date L ocation User Value Reason
Oct-29-2020 16:23:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 4. Assay Code and Description:

| Date L ocation User Value Reason
Oct-29-2020 16:23:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5. Device Type:

| Date L ocation User Value Reason
Oct-29-2020 16:23:09 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 6. Trade Name:

| Date L ocation User Value Reason
Oct-29-2020 16:23:09 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 7. Test Result:
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

’ Date L ocation User Value Reason
Oct-29-2020 16:23:09 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 8. Comments/Findings/Details:

’ Date L ocation User Value Reason
Oct-29-2020 16:23:09 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 9. Trade Name Other, Specify:

’ Date L ocation User Value Reason
Oct-29-2020 16:23:09 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Actual Date of Collection:

‘Date L ocation |User |Value Reason
Dec-11-2020 16:20:57 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Nov/26/2020
(US & Canada) (0) (6)

| 2. Specimen Type:

‘Date L ocation |User |Value Reason
Dec-11-2020 16:20:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), SWABBED MATERIAL
(US & Canada) (b) (6)

| 3. Specimen Collection Location:

‘Date L ocation |User |Value Reason
Dec-11-2020 16:20:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NASOPHARY NX
(US & Canada) (b) (6)

| 4. Assay Code and Description:

‘Date L ocation ’User |Value Reason
Dec-11-2020 16:20:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SEVERE ACUTE RESP SYNDROME
(US & Canada) CORONAVIRUS 2

‘ 5. Device Type:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 16:20:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
(US & Canada)

‘ 6. Trade Name:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 16:20:57 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), OTHER
(US & Canada) (b) (6)

‘ 7. Test Result:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
Oct/27/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

’ Date L ocation | User | Value Reason
Dec-11-2020 16:20:57 ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), NEGATIVE
(US & Canada) (0) (6)

‘ 9. Trade Name Other, Specify:

’ Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: Close | Response
00:46:27 (6) d satisfies query
(UTC-06:00)

Central Time (US

& Canada)

Dec-21-2020 ACVOPFEINFP6000 auto query Query 1: Answ | New Information

10:23:53 (autoquery) ered

(UTC-06:00)

Central Time (US

& Canada)

Dec-21-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: New Information

10:23:53 (6) Antigen Quick

(UTC-06:00) Test CLIA certi

Central Time (US fied

& Canada)

Dec-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Reiss | DM: Thanksfor

07:38:57 ued:Opened the response,

(UTC-06:00) however kindly

Central Time (US confirm the test

& Canada) type as"Antigen
Quick Test" not
indicated on the
FDA cleared
(including
Emergency Use
Authorization)
diagnostic list
and is not
indicated as
CLIA certified
lab or 1SO 15189
accredited lab.

Dec-14-2020 ACVOPFEINFPE000 (b) (4), (b) (6) Query 1: Reiss | Per site's

22:00:13 ued:Candidate | response

(UTC-06:00) "waiting for

Central Time (US subject to

& Canada) confirm test
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 06-Jul-2020 21:54

Site No: 1042

Subject No: 10421217

Form Status: Data Complete

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
type". Please
take appropriate
action once data
updated

Dec-14-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: Answ | waiting for

08:39:22 (6) ered subject to

(UTC-06:00) confirm test type

Central Time (US

& Canada)

Dec-14-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: Open | antigen quick

01:31:21 (b) (4) ed test is not

(UTC-06:00) indicated on the

Central Time (US FDA cleared

& Canada) (including
Emergency Use
Authorization)
diagnostic list
and is not
indicated as
CLIA certified
lab or 1SO 15189
accredited lab .
Please verify and
update as
appropriate.
Otherwise,
please provide
clarification.

(b) (4)

Dec-11-2020 ACVOPFEINFPE000 (b) (4), (b) Data Entry: Initial Entry

16:20:57 (6) Antigen Quick

(UTC-06:00) Test

Central Time (US

& Canada)
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Header Text: c4591001

Oct/27/2020

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Back to Form

‘ 1. Data Origin

|Date L ocation |User |Value Reason
Oct-29-2020 16:23:36 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [SITE

(US & Canada)

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Oct-29-2020 16:23:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB_SELF

(US & Canada)

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Oct-29-2020 16:23:48 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Oct-29-2020 16:23:36 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Oct-29-2020 16:23:36 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES

(US & Canada) Date of Collection:

Oct/27/2020

| 5a

‘ Date L ocation User Value Reason
Oct-29-2020 16:23:48 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: CV52472

(US & Canada)

| 5.a Sample D

‘Date |Location |User |Value |Reason
Oct-29-2020 16:23:48 ACVOPFEINFP6000 | (0) (). (B) (6) | Data Entry: Initial Entry

*** Confidential***
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Header Text: c4591001

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

Oct/27/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Central Time
(US & Canada)

(b) (4), Cv52472

(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin

|Date L ocation |User |Value Reason
Oct-29-2020 16:24:06 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [SITE

(US & Canada)

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Oct-29-2020 16:24:06 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [ NASAL_SWAB

(US & Canada)

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Oct-29-2020 16:24:06 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (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
Oct-29-2020 16:24:06 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) self swab at home

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

[1a

| Date L ocation User Value Reason
Oct-29-2020 16:24:39 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Typeof Practitioner: ~ SPECIAL
(US & Canada) IST

Occurrenceof Visitsor NO
Contacts:

‘ 1.a Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-29-2020 16:24:39 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) SPECIALIST
(US & Canada)

‘ 1.a Occurrence of Visitsor Contacts:

‘ Date L ocation User Value Reason
Oct-29-2020 16:24:39 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

‘ 1b

‘ Date L ocation User Value Reason
Dec-14-2020 08:40:56 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central Time ® Typeof Practitio EMERGENCY
(US & Canada) ner: ROOM

Occurrenceof Vi YES
sitsor Contacts:  Number of Visit
sor Contacts:

3
Oct-29-2020 16:24:39 ACVOPFEINFPS000 | /(b) (@), DataEntry: Initial Entry
(UTC-06:00) Central Time (0) (6) Type of Practitione EMERGENC
(US & Canada) r: Y ROOM

Occurrenceof Visit NO
sor Contacts:
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

’ 1.b Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-29-2020 16:24:39 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) EMERGENCY ROOM
(US & Canada)

’ 1.b Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Dec-14-2020 08:40:56 ACVOPFEINFPG000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central Time (6) YES

(US & Canada) Number of Visits or Contacts:
3
Oct-29-2020 16:24:39 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
‘ 1lc
‘ Date L ocation User Value Reason
Dec-14-2020 08:41:09 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central Time (6) Type of Practitio PRIMARY CAR
(US & Canada) ner: E PHYSICIAN

Occurrenceof V YES
isitsor Contacts Number of Visit
: sor Contacts:

Occurrenceof Vi NO
sitsor Contacts:

1
Oct-29-2020 16:24:39 ACVOPFEINFPS000 | /() (4); DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (6) Typeof Practitio PRIMARY CAR
(US & Canada) ner: E PHYSICIAN
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

’ 1.c Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-29-2020 16:24:39 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) PRIMARY CARE PHYSICIAN
(US & Canada)

’ 1.c Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Dec-14-2020 08:41:09 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central Time (6) YES
(US & Canada) Number of Visits or Contacts:

1
Oct-29-2020 16:24:39 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

|1d

‘ Date L ocation User Value Reason
Dec-14-2020 08:41:28 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Centra Time
(US & Canada)

(6)

Type of Practitio URGENT CARE

ner:

Occurrenceof Vi YES

sitsor Contacts:.  Number of Visit
sor Contacts:

Occurrence of Visitso NO
r Contacts:

1
Oct-29-2020 16:24:39 ACVOPFEINFP6000 | /(b) (4); Data Entry: Initial Entry
(UTC-06:00) Central Time (1) Typeof Practitioner: URGENT
(US & Canada) CARE
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 10-Oct-2020 15:59

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

’ 1.d Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-29-2020 16:24:39 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) URGENT CARE
(US & Canada)

’ 1.d Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason

Dec-14-2020 08:41:28
(UTC-06:00) Central Time

ACVOPFEINFPG000

(b) (4), (b) Data Entry:
(6) YES

Transcription Error

(US & Canada) Number of Visits or Contacts:
1
Oct-29-2020 16:24:39 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
‘ le
‘ Date L ocation User Value Reason
Oct-29-2020 16:24:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Typeof Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION
Occurrence of Vi NO
sitsor Contacts:
Oct-29-2020 16:24:39 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b)(6) Type of Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION

Occurrence of Vi
sitsor Contacts:
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

’ 1l.e Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-29-2020 16:24:39 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) TELEPHONE CONSULTATION
(US & Canada)

’ 1.e Occurrence of Visitsor Contacts:

‘ Date L ocation User Value Reason
Oct-29-2020 16:24:48 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

] 1f

‘ Date L ocation User Value Reason
Nov-02-2020 11:19:57 ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central Time ®) Type of Practitioner: OTHE
(US & Canada) R

Occurrence of Visitsor Co NO

ntacts:
Oct-29-2020 16:24:39 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Typeof Practitio OTHER
(US & Canada) ner:

Occurrenceof Vi YES

sitsor Contacts:  Number of Visit

sor Contacts:
1
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 10-Oct-2020 15:59
Site No: 1042

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217
Generated By: | (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

’ 1.f Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-29-2020 16:24:39 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) OTHER
(US & Canada)

’ 1.f Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Nov-02-2020 11:19:57 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)
Nov-02-2020 11:19:57 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central Time (6) NO
(US & Canada)
Nov-02-2020 11:19:35 ACVOPFEINFP6000 | auto query Query 1: Opened “Other” isselected ,
(UTC-06:00) Central Time (autoquery) however other
(US & Canada) specific item is blank.
Please review and
update as appropriate.
Oct-29-2020 16:24:39 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Number of Visits or Contacts:
1

‘ 2. Other Type of Practitioner Specify:

‘ Date L ocation User Value Reason
Nov-02-2020 12:11:09 ACVOPFEINFP6000 |/(b) (4). (b) (6) | Query 1: Closed Response satisfies
(UTC-06:00) Central Time query
(US & Canada)

Nov-02-2020 11:19:35 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Nov-02-2020 11:19:35
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Data Entry:

Transcription Error

Oct-31-2020 16:57:20
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 1: Reissued:Opened

CLINQUERY: Isthe
'research site' here
referring to V3/illness
visit? If so, please
update this CRF as
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Oct/27/2020

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Not Complete
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
protocol defined study
site visits should NOT
be captured as part of
this CREThisCRF is
ONLY for healthcare
services used outside
of protocol visits.
Oct-30-2020 16:11:32 ACVOPFEINFPE000 |/ (b) (4). (b) Query 1: Answered Subject on-site for
(UTC-06:00) Central Time (6) Visit 3. The
(US & Canada) investigator performed
anillness visit.
Oct-30-2020 12:24:41 ACVOPFEINFP6000 |/(b) (4), (b) (6) |Query 1: Opened CINQUERY: Study
(UTC-06:00) Central Time site in-person study
(US & Canada) site visits should not
be captured as part of
this CRF. Any
additional healthcare
services outside of the
protocol study site
visits are captured
here. Please confirm
dataisentered
appropriately per
CCG Section 8.35.
Oct-29-2020 16:24:39 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) research site
(US & Canada)
‘ 3. Has the subject been hospitalized due to potential COVID-19 iliness?
’ Date L ocation User Value Reason
Oct-29-2020 16:24:39 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. What is the treatment | dentifier?

| Date L ocation User Value Reason
Oct-29-2020 16:25:01 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
‘ 2. Concomitant Non-drug Treatment Pre-specified:
| Date L ocation User Value Reason
Oct-29-2020 16:25:01 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
‘ 3. Treatment:
| Date L ocation User Value Reason
Oct-29-2020 16:25:01 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
| 4. Treatment:
| Date L ocation User Value Reason
Oct-29-2020 16:25:01 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
| 5. Start Date:
| Date L ocation User Value Reason
Oct-29-2020 16:25:01 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
| 6. Ongoing?
‘ Date L ocation User Value Reason
Oct-29-2020 16:25:01 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Category of Clinical Event:

|Date L ocation |User |Value Reason
Oct-29-2020 16:25:39 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |POTENTIAL COVID-19 ILLNESS
(US & Canada)
‘ 2. Was a diagnosis obtained for Potential COVID-19 |lIness?
| Date L ocation User Value Reason
Oct-29-2020 16:25:39 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
‘ 3. Toxicity Grade:
| Date L ocation User Value Reason
Oct-29-2020 16:25:39 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 1

(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Oct/27/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Category of Clinical Event:

| Date L ocation User Value Reason
Oct-29-2020 16:25:47 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

‘ 2. Subcategory of Clinical Event:

| Date L ocation User Value Reason
Oct-29-2020 16:25:47 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

‘ 3. Was a diagnosis obtained?

| Date L ocation User Value Reason
Oct-29-2020 16:25:47 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

| 4. Toxicity Grade:

| Date L ocation User Value Reason
Oct-29-2020 16:25:47 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Lab Panel:
| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
‘ 2. Laboratory Name and Address
| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
‘ 3. Collection Date:
| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
| 4. Specimen Type:
| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
| 5a
| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

| 5.a Sponsor 1D:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.aTest:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.a Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.aNot Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5aLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5b

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b}y(6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble

Test:: Not Applica
ble

Result:: Not Applica
ble
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Not Done:: Not Applica
ble

Lab Normal Range:  Not Applica
ble

‘ 5.b Sponsor ID:

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.b Test:

’ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.b Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.b Not Done:

’ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

’ 5bLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

’ 5.c

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined Iden Not Applica
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada) (b) (4), (b) (6) | tifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble

| 5.c Sponsor ID:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.c Test:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.c Result:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.c Not Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.cLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
B
‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range: Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

| 5.d Sponsor ID:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.d Test:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.d Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.d Not Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5dLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

(e

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b}y(6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble

Test:: Not Applica
ble

Result:: Not Applica
ble
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Not Done:: Not Applica
ble

Lab Normal Range:  Not Applica
ble

‘ 5.e Sponsor ID:

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.e Test:

’ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.e Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.e Not Done:

’ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

’ 5.eLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

E;

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Iden Not Applica
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:49
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada) (b) (4), (b) (6) | tifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble

| 5.f Sponsor 1D:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.f Test:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.f Result:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.f Not Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5f LNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
’ 5.9
‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range: Not Applica
ble
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

| 5.9 Sponsor 1D:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.9 Test:

| Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.9 Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.g Not Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.gLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:25:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Lab Panel:
| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
‘ 2. Laboratory Name and Address
| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
‘ 3. Collection Date:
| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
| 4. Specimen Type:
| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
| 5a
| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

| 5.a Sponsor 1D:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.aTest:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.a Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.aNot Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5aLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5b

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b}y(6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble

Test:: Not Applica
ble

Result:: Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble

‘ 5.b Sponsor ID:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.b Test:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.b Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.b Not Done:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

’ 5bLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

’ 5.c

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Iden Not Applica
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada) (b) (4), (b) (6) | tifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble

| 5.c Sponsor ID:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.c Test:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.c Result:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.c Not Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.cLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 21-Aug-2020 02:51

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

B
‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range: Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

| 5.d Sponsor ID:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.d Test:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.d Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.d Not Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5dLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

(e

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b}y(6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble

Test:: Not Applica
ble
Result:: Not Applica
ble
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Not Done:: Not Applica
ble

Lab Normal Range:  Not Applica
ble

‘ 5.e Sponsor ID:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.e Test:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.e Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.eNot Done:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

’ 5.eLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

E;

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined Iden Not Applica
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

FDA-CBER-2021-5683-0908736

(US & Canada) (b) (4), (b) (6) | tifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble

| 5.f Sponsor 1D:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.f Test:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.f Result:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.f Not Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5f LNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 21-Aug-2020 02:51

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

’ 5.9
‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range: Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

| 5.9 Sponsor 1D:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.9 Test:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.9 Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5.g Not Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5gLNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

|5h

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b}y(6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble

Test:: Not Applica
ble
Result:: Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble

‘ 5.h Sponsor I1D:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.h Test:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.h Result:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.h Not Done:

’ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

’ 5h LNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

5i

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Iden Not Applica
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Oct/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

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, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

(US & Canada) (b) (4), (b) (6) | tifier: ble
Test:: Not Applica

ble
Result:: Not Applica

ble
Not Done:: Not Applica

ble
Lab Normal Range:  Not Applica

ble
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 5.i Sponsor ID:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.i Test:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.i Result:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.i Not Done:

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.i LNMT

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5,

| Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPG6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined Iden Not Applica
(US & Canada) tifier: ble

Test:: Not Applica
ble
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Oct/27/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: Not Applica

ble
Not Done:: Not Applica

ble
Lab Normal Range: Not Applica

ble

|5.j Sponsor 1D:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5] Test:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5] Result:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5.j Not Done:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 5j LNMT

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 21-Aug-2020 02:50

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Back to Form

‘ 1. Date:

| Date L ocation User Value Reason
Oct-29-2020 16:26:44 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 2.a

| Date L ocation User Value Reason
Oct-29-2020 16:26:44 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Record Identifier:: Not Appl
(US & Canada) icable

Systalic:: Not Appl
icable
Diastolic:: Not Appl
icable
Respiratory Ratein resp Not Appl
irationgminute: icable
Heart Ratein beatsmin Not Appl
ute: icable

| 2.a Record I dentifier:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:44 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 2.a Systalic:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:44 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 2.aDiastalic:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:44 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 21-Aug-2020 02:50
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

’ 2.a Respiratory Rate in respirations/minute:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:44 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

’ 2.a Heart Rate in beats/minute:

‘ Date L ocation User Value Reason
Oct-29-2020 16:26:44 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/27/2020

Form Version: 21-Aug-2020 02:51
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Back to Form

‘ 1. Date:

| Date L ocation User Value Reason
Oct-29-2020 16:27:35 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 2.a

| Date L ocation User Value Reason
Oct-29-2020 16:27:35 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Record Identifier:: Not Applicabl
(US & Canada) e

Oxygen Saturation Not Applicabl
: e

‘ 2.a Record | dentifier:

‘ Date L ocation User Value Reason
Oct-29-2020 16:27:35 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 2.a SPO2 Pulse Oximetry %

‘ Date L ocation User Value Reason
Oct-29-2020 16:27:35 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date Time of Assessment:

| Date L ocation User Value Reason
Oct-29-2020 16:27:47 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
‘ 2. Arterial Blood Gases PaO2 (mmHQ):
| Date L ocation User Value Reason
Oct-29-2020 16:27:47 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
‘ 3. FiO2 (Fraction of Inhaled Oxygen):
| Date L ocation User Value Reason
Oct-29-2020 16:27:47 ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. What is the medication identifier?

| Date L ocation User Value Reason
Oct-29-2020 16:27:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

‘ 2. Category:

| Date L ocation User Value Reason
Oct-29-2020 16:27:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 3. Concomitant Medications Pre-specified:

| Date L ocation User Value Reason
Oct-29-2020 16:27:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(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
Oct-29-2020 16:27:59 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

| 5. Start Date:

‘ Date L ocation User Value Reason
Oct-29-2020 16:27:59 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

‘ 6. Ongoing?

‘ Date L ocation User Value Reason
Oct-29-2020 16:27:59 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Oct/27/2020

Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

(b) (4), (b) (6)

*** Confidential***
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/27/2020

Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Assessment:

| Date L ocation User Value Reason
Oct-29-2020 16:28:12 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
‘ 2. Location of Assessment:
| Date L ocation User Value Reason
Oct-29-2020 16:28:12 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
‘ 3. Type of Imaging Exam:
| Date L ocation User Value Reason
Oct-29-2020 16:28:12 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
| 4. Assessment:
| Date L ocation User Value Reason
Oct-29-2020 16:28:12 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Visit

‘ Date L ocation User Value Reason
Jan-22-2021 13:54:51 ACVOPFEINFP6000 | (b) (4), Query 7: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query
(US & Canada)

Jan-22-2021 10:37:35 ACVOPFEINFPE000 || (b) (4), (b) (6) | Query 7: Answered Changed data per
(UTC-06:00) Central Time query

(US & Canada)

Jan-22-2021 00:42:10 ACVOPFEINFP6000 | (b) (4), (b) Query 7: Reissued:Opened DM: Form level

(UTC-06:00) Central Time
(US & Canada)

(6) comment not applied
to SWAB PFE. Please
removed existing
item comments and
then apply form level
comment per section

(UTC-06:00) Centra Time
(US & Canada)

4.10/4.11 of
completion
guidelines. Contact
CRA if required.

Jan-21-2021 09:59:54 ACVOPFEINFPE000 || (b) (4), (b) (6) | Query 7: Answered done

(UTC-06:00) Central Time

(US & Canada)

Jan-20-2021 00:43:22 ACVOPFEINFPE000 || (b) (4), (b) (6) Query 7: Reissued:Opened Response does not

satisfy query. form
level comment is till
missing on SWAB
PFE form. Remove
al entered data using
the eraser icon. Once
all entered data has
been removed, an
option to tick Not
Applicable becomes
available. Please

(US & Canada)

update.
Jan-19-2021 15:43:53 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 7: Answered Changed data per
(UTC-06:00) Central Time query

Jan-19-2021 03:52:16
(UTC-06:00) Central Time

ACVOPFEINFP6000

DM: Please enter
form level comment

(b) @), (b) (6) Query 7: Reissued:Opened

*** Confidential***
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

as "Not applicable”
on SWAB PFE on all
items.

Jan-15-2021 07:38:37
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 7: Answered

Origina valueis
correct

Jan-15-2021 02:51:46
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 7: Reissued:Opened

DM2: Thank you for
your response.
However, form level
comment is till
missing on SWAB
PFE form. Kindly
erase dl item level
comments and then
select “Not
Applicable” radio
button option at form
level comment on
SWAB PFE form or

else clarify.
Jan-13-2021 07:51:45 ACVOPFEINFP6000 | (b) (4), (b) Query 7: Answered Changed data per
(UTC-06:00) Central Time (6) query

(US & Canada)

Jan-13-2021 01:23:41
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG000

(b) (4), (b)
(6)

Query 7: Reissued:Opened

DM1: Deleted data
till present on
SWAB PFE form.
Kindly consider to
undelete logline then
erase al data
including item
comments. Once al
data erased, select
“Not Applicable”
radio button option at
form level comment
on SWAB PFE form

or elseclarify.
Jan-12-2021 07:37:19 ACVOPFEINFP6000 | (b) (4), (b) Query 7: Answered Changed data per
(UTC-06:00) Central Time (6) query

(US & Canada)

Jan-06-2021 23:45:22
(UTC-06:00) Centra Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 7: Opened

DM: Erroneous visit
ismarked. However,
form level comment
missing on COVID
TEST, SWAB PFE
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

forms of thisvisit.
Kindly add form
level comment by
selecting “Not
applicable” option on
COVID TEST,
SWAB PFE forms
instead of item level
comment or else
clarify.

Jan-06-2021 15:25:06 ACVOPFEINFP6000 | auto query Query 7: Candidate Erroneous Visit is

(UTC-06:00) Central Time (autoquery) marked, but date of

(US & Canada) visit is entered.
Please check whether
other assessments are
performed at this
visit.

Dec-31-2020 03:58:08 ACVOPFEINFP6000 || (b) (4). (b) Query 4: Closed Response sétisfies

(UTC-06:00) Central Time (6) query

(US & Canada)

Dec-30-2020 10:43:55 ACVOPFEINFP6000 | auto query Query 4: Answered Answer Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-29-2020 23:34:15
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG000

(b) (4,
(b) (6)

Query 4: Reissued:Opened

DM: Datais not
updated per query.
Form level comment
isnot applied as
required. Please clear
existing item level
comment and add
new form level 'Not
Applicable’ comment.

Refer to CCG section
4.11.3/4.10 and
update CRF as
needed.

Dec-29-2020 15:01:14 ACVOPFEINFP6000 || (b) (4), (b) Query 4: Answered Changed data per

(UTC-06:00) Central Time (6) query

(US & Canada)

Dec-23-2020 23:26:08 ACVOPFEINFP6000 Query 4: Reissued:Opened DM: Item level

(UTC-06:00) Central Time
(US & Canada)

(b) (4), (b)
(6)

comment is added in
al CRF'sof thisvisit.
However, form level
comment ‘Not
Applicable is still
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

missing. Please
consider adding form
level comment "Not
applicable" inall
forms. Thank you.

Dec-23-2020 09:09:18
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 4: Answered

It will not let me
erase date

Dec-22-2020 02:48:28
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 4. Reissued:Opened

DM2: Form level not
applied as required.
Please remove
existing comment and
add new form level
‘Not Applicable
comment. Refer to
section 4.11.3/4.10 of
completion
guidelines or contact
CRA if needed.

Dec-21-2020 11:16:49
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 4: Answered

Changed data per
query

Dec-21-2020 02:46:15
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG6000

(b) (4), (b)
(6)

Query 4. Reissued:Opened

DM1: Thank you for
your reply. However,
form level comment
istill missing on
COVID TEST,
SWAB PFE forms.
Kindly erase al data
and add form level
comment by selecting
‘Not Applicable
option on COVID
TEST, SWAB PFE
forms accordingly or

else clarify.
Dec-18-2020 10:27:04 ACVOPFEINFPG000 | 1(b) (4); (b) Query 4: Answered Changed data per
(UTC-06:00) Central Time (6) query
(US & Canada)
Dec-16-2020 05:58:47 ACVOPFEINFP6000 | (b) (4), (b) Query 5: Deleted Query isinvaid or
(UTC-06:00) Central Time (6) does not apply
(US & Canada)
Dec-16-2020 05:58:32 ACVOPFEINFPGE000 |[(b) (4), (b) Query 6: Deleted Query isinvalid or

(UTC-06:00) Central Time
(US & Canada)

(6)

does not apply
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Nov/30/2020

Site No: 1042

Header Text: c4591001
Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Subject No: 10421217
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Centra Time

(b) (6)

Dec-16-2020 05:58:19 ACVOPFEINFPE000 |/ (b) (4), (b) Query 4: Opened DM: Asvisitis
(UTC-06:00) Central Time (6) initiated in error,
(US & Canada) please consider
adding form level
comment "Not
applicable” in all
forms. Thank you.
Dec-16-2020 00:56:59 ACVOPFEINFP6E000 || (b) (4), Query 3: Closed Response satisfies

query

(US & Canada)

(US & Canada)

Dec-15-2020 08:30:49 ACVOPFEINFP6000 | auto query Query 6: Candidate Date of Visitis

(UTC-06:00) Central Time (autoquery) completed but Date

(US & Canada) of Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Dec-15-2020 08:19:44 ACVOPFEINFP6000 | auto query Query 5: Candidate Date of Visitis

(UTC-06:00) Central Time (autoquery) completed but Date

(US & Canada) of Assessment in the
Signs and Symptoms
formismissing.
Please review and
update as appropriate.

Dec-15-2020 08:19:29 ACVOPFEINFP6000 || (b) (4), (b) Query 3: Answered Changed data per

(UTC-06:00) Central Time (6) query

(US & Canada)

Dec-15-2020 08:19:00 ACVOPFEINFP6000 | auto query Query 4: Candidate Erroneous Visit is

(UTC-06:00) Central Time (autoquery) marked, but date of

visit is entered.
Please check whether
other assessments are
performed at this
visit.

Dec-14-2020 11:39:28

(US & Canada)

(UTC-06:00) Central Time

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 3: Opened

Sinceit has been
confirmed that this
IlIness Visit was
created in Error and
the symptoms and
other assessment data
should be moved into
COVID_A.Please
clear the datafrom
thisvisit and add
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

FORM LEVEL
Comments of Not
Applicableto each
form

Dec-01-2020 11:41:55 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-01-2020 11:28:45 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-01-2020 10:49:09 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-06:00) Centra Time (autoquery) completed but Date

(US & Canada) of Assessment in the
Signs and Symptoms
formismissing.
Please review and
update as appropriate.

Dec-01-2020 10:49:09 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-06:00) Central Time (autoquery) completed but Date

(US & Canada) of Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Dec-01-2020 10:49:09 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central Time Nov/30/2020

(US & Canada)

‘ 2. Erroneous Visit
’ Date L ocation User Value Reason

Jan-08-2021 11:42:29 ACVOPFEINFPE000 |/(b) (4), Query 1: Closed Response sétisfies

(UTC-06:00) Central Time (b) (6) query

(US & Canada)

Jan-06-2021 15:25:06 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Jan-06-2021 15:25:06 ACVOPFEINFPE000 || (b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) ERRONEOQUSVISIT

(US & Canada)

Jan-06-2021 15:24:54 ACVOPFEINFPE000 || (b) (4). (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(US & Canada)
Jan-06-2021 14:07:56 ACVOPFEINFPE000 ||(b) (4), Query 1: Opened CLINQUERY: If
(UTC-06:00) Central Time (b) (6) COVID_B was
(US & Canada) erroneous, please tick
the radio button for
ERRONEOQOUSVISIT
onthe DOV CRF.
Dec-30-2020 10:44:22 ACVOPFEINFP6000 |/ (b) (4). (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
Dec-30-2020 10:43:55 ACVOPFEINFPE000 |/ (b) (4). (b) Data Entry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-15-2020 08:19:00 ACVOPFEINFPE000 |/ (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) ERRONEOUSVISIT
(US & Canada)
|3.COVID-19 IlIness Visit:
’ Date L ocation | User | Value Reason
Dec-01-2020 10:49:09 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | COVID_B

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 10-Oct-2020 16:02

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Assessment:

| Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time 6) Not Applicable
(US & Canada)

Dec-15-2020 08:19:44 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:28:45 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Nov/30/2020

(US & Canada) (0) (6)

| 2. Date of First Symptom Started:

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |(/(b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:19:54 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:28:45 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Nov/23/2020

(US & Canada) (b) (6)

‘ 3. Symptoms Ongoing?

| Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |/(b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time 6) Not Applicable
(US & Canada)

Dec-15-2020 08:20:03 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:28:45 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES
(US & Canada) (0) (6)
4.a
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Header Text: c4591001

Nov/30/2020

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |/(b)(4), (b) |DataEntry: Initial Entry

(US& Canada) Symptom Present: Not Applicable

Dec-15-2020 08:20:12 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(US& Canada) Symptom Present:

Dec-01-2020 11:28:45 ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(US& Canada) B Symptom Present: YES

’ 4.a Symptoms:

‘ Date L ocation User Value Reason
Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), FEVER
(US & Canada) (b) (&

‘ 4.a Was symptom present?

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:20:12 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:28:45 ACVOPFEINFP6000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES

(US & Canada) (b) (6)

|ab

’ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time ®) Symptoms:  NEW OR INCREASE
(US& Canada) D COUGH

Symptom Pr Not Applicable

esent:
Dec-15-2020 08:20:21 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time ®) Symptoms:  NEW OR INCREASE
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(US & Canada) D COUGH

Symptom Pr

esent:
Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Symptoms:  NEW OR INCREASE
(US & Canada) () (6 D COUGH

Symptom Pr NO

esent:

’ 4.b Symptoms:

‘ Date L ocation User Value Reason
Dec-01-2020 11:28:45 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NEW OR INCREASED COUGH
(US & Canada) (0) (6)

’ 4.b Was symptom present?

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:20:21 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:28:45 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), NO

(US & Canada) (®) (6)

[0

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time © Symptom NEW OR INCREASED S
(US& Canada) s HORTNESS OF BREAT

H
Symptom Not Applicable
Present:
Dec-15-2020 08:20:28 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6) Symptom NEW OR INCREASED S
(US& Canada) s HORTNESS OF BREAT
H
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Nov/30/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Symptom
Present:
Dec-01-2020 11:28:45 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time : é)“'%e Symptom NEW OR INCREASED S
(US & Canada) s HORTNESS OF BREAT
H
Symptom NO
Present:

‘ 4.c Symptoms:

‘ Date L ocation User Value Reason
Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NEW OR INCREASED SHORTNESS
(US & Canada) (b) (& OF BREATH

‘ 4.c Was symptom present?

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:20:28 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:28:45 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, NO

(US & Canada) (b) (6)

|ad

’ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Symptoms: CHILLS

(US & Canada)

Symptom Present: Not Applicable

Symptom Present: NO

Dec-15-2020 08:20:36 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6) Symptoms: CHILLS

(US& Canada) Symptom Present:

Dec-01-2020 11:28:45 ACVOPFEINFPE000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Symptoms: CHILLS

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

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

’ 4.d Symptoms:

‘ Date L ocation User Value Reason
Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), CHILLS
(US & Canada) (b) (6

’ 4.d Was symptom present?

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:20:36 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:28:45 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), NO

(US & Canada) (®) (6)

[ae

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time ®) Symptoms: NEW OR INCREASED
(US & Caneda) MUSCLE PAIN

Symptom  Not Applicable

Present:
Dec-15-2020 08:20:49 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6) Symptoms. NEW OR INCREASED
(US & Canada) MUSCLE PAIN

Symptom

Present:
Dec-01-2020 11:28:45 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time é4), Symptoms: NEW OR INCREASED
(US& Canada) () 6 MUSCLE PAIN

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Nov/30/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

’ 4.e Symptoms:

‘ Date L ocation User Value Reason
Dec-01-2020 11:28:45 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NEW OR INCREASED MUSCLE PA
(US & Canada) tone IN

’ 4.e Was symptom present?

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:20:49 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), NO

(US& Canada) o

|af

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time ©®) Symptoms: NEW LOSS OF TAST
(US& Canada) E OR SMELL

Symptom P Not Applicable

resent:
Dec-15-2020 08:20:56 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6) Symptoms. NEW LOSS OF TAST
(US & Canada) E OR SMELL

Symptom P

resent:
Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Symptoms: NEW LOSS OF TAST
(US& Canada) (b) (6 E OR SMELL

Symptom P NO

resent:
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

’ 4.f Symptoms:

‘ Date L ocation User Value Reason
Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), NEW LOSS OF TASTE OR SMELL
(US & Canada) (b) (6

’ 4.f Was symptom present?

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:20:56 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:28:45 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), NO

(US & Canada) (®) (6)

49

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: NEW OR INCREASED
(US & Canada) SORE THROAT

Symptom Not Applicable

Present:
Dec-15-2020 08:21:04 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6) Symptoms: NEW OR INCREASED
(US & Canada) SORE THROAT

Symptom

Present:
Dec-01-2020 11:28:45 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time : é)“'%e Symptoms: NEW OR INCREASED
(US & Canada) SORE THROAT

Symptom YES

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Nov/30/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

’ 4.9 Symptoms:

‘ Date L ocation User Value Reason
Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), NEW OR INCREASED SORE THRO
(US & Canada) (b) (6 AT

’ 4.9 Was symptom present?

‘ Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:21:04 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), YES

(US & Canada) (®) (6)

|ah

‘ Date L ocation ’ User | Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-06:00) Central Time (4), Symptoms: DIARRHEA

(US & Canada)

(b) (6)

Symptom Present: Not Applicable

Page 571 of 672

*** Confidential***
FDA-CBER-2021-5683-0908764



090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 10-Oct-2020 16:02

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

|ah
| Date L ocation User Value Reason
Dec-15-2020 08:21:13 ACVOPFEINFPE000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6) Symptoms: DIARRHEA
(US & Canada) Symptom Present:
Dec-01-2020 11:28:45 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ( b()42-6 Symptoms: DIARRHEA
(US& Canada) Symptom Present: NO
’ 4.h Symptoms:
| Date L ocation User Value Reason
Dec-01-2020 11:28:45 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), DIARRHEA
(US & Canada) (b) (6)
’ 4.h Was symptom present?
| Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
Dec-15-2020 08:21:13 ACVOPFEINFPE000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), NO
(US & Canada) (b) (6)
i
| Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Symptoms: VOMITING

(US & Canada)

Symptom Present: Not Applicable

Dec-15-2020 08:21:22
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG000

(b) (4, (b)
(6)

Data Entry:
Symptoms:
Symptom Present:

VOMITING

Transcription Error
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Nov/30/2020 Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Dec-01-2020 11:28:45 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ( 1)()42'6) Symptoms: VOMITING

(US& Canada) Symptom Present: NO

’4.i Symptoms:

| Date L ocation User Value Reason
Dec-01-2020 11:28:45 ACVOPFEINFP6000 (' (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), VOMITING
(US & Canada) (b) (6)

’ 4.i Was symptom present?

| Date L ocation User Value Reason
Dec-15-2020 08:21:59 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
Dec-15-2020 08:21:22 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:28:45 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO
(US & Canada) (b) (6)

| 5a

| Date L ocation User Value Reason
Dec-15-2020 08:21:31 ACVOPFEINFPE000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6) Symptoms - Other:
(US & Canada)
Dec-01-2020 11:29:04 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (b()‘%) Symptoms- New or increased nasa
(US & Canada) Other: | discharge

| 5.a Symptoms - Other Text:

| Date L ocation User Value Reason
Dec-15-2020 08:21:31 ACVOPFEINFPE000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:29:04 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), New or increased nasal discharge
(US & Canada) (b) (6)

*** Confidential***

Page 573 of 672

FDA-CBER-2021-5683-0908766




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History
Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

50

| Date L ocation User Value Reason
Dec-15-2020 08:21:40 ACVOPFEINFP6000 |/ (b) (4), (b) |[DataEntry: Transcription Error
(US & Canada)
Dec-01-2020 11:29:15 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC‘O600) Central Time (4)1 metoms_ Other: Nausea
(US & Canada) (0) (6)

’ 5.b Symptoms - Other Text:

| Date L ocation User Value Reason
Dec-15-2020 08:21:40 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:29:15 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Nausea
(US & Canada) (0) (6)

| 5.c

| Date L ocation User Value Reason
Dec-15-2020 08:21:49 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Transcription Error
(US & Canada)
Dec-01-2020 11:29:28 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptoms - Other: Headache
(US & Canada) (0) (6)

| 5.c Symptoms - Other Text:

| Date L ocation User Value Reason
Dec-15-2020 08:21:49 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:29:28 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Headache
(US & Canada) (0) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Dec-01-2020 11:37:32 ACVOPFEINFP6000 | (b) Form Created

(UTC-06:00) Central Time @),

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

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 06-Jul-2020 21:54

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Actual Date of Collection:

‘ Date L ocation User Value Reason
Dec-15-2020 08:28:46 ACVOPFEINFP6000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:23:00 ACVOPFEINFPE000 |/ (b)(4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:37:32 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Nov/26/2020

(US & Canada) (b) (6

’ 2. Specimen Type:

‘ Date L ocation User Value Reason
Dec-15-2020 08:28:56 ACVOPFEINFP6000 |(/(b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time 6) Not Applicable
(US & Canada)

Dec-15-2020 08:23:10 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:37:32 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), SWABBED MATERIAL

(US & Canada) (®) (6)

‘ 3. Specimen Collection Location:

‘ Date L ocation User Value Reason
Dec-15-2020 08:29:10 ACVOPFEINFP6000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:23:18 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:37:32 ACVOPFEINFPE000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NASOPHARY NX

(US & Canada) (b) (6)

‘ 4. Assay Code and Description:

‘ Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
Nov/30/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Jan-12-2021 07:36:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | Not Applicable
(US & Canada)

Dec-15-2020 08:23:00 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-01-2020 11:37:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SEVERE ACUTE RESP SYNDROM

(US & Canada) E CORONAVIRUS 2

‘ 5. Device Type:

’Date L ocation |User |Value Reason
Jan-12-2021 07:36:35 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable
(US & Canada)

Dec-15-2020 08:23:00 ACVOPFEINFP6000 |autocac Data Entry: Transcription Error
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-01-2020 11:37:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST

(US & Canada)

‘ 6. Trade Name:

‘ Date L ocation User Value Reason
Dec-15-2020 08:29:22 ACVOPFEINFP6000 |(/(b)(4),(b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:23:33 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error

(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:38:40 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-01-2020 11:37:32 ACVOPFEINFP6000 |auto query | Query 1: Opened Trade Name is Other,

(UTC-06:00) Central Time (autoquery) however Trade Name

(US & Canada) Other, Specify isnot
completed. Please
update.

Dec-01-2020 11:37:32 ACVOPFEINFP6000 (I (b) Data Entry: Initial Entry

(UTC-06:00) Central Time @), OTHER

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

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

’ 7. Test Result:
‘ Date L ocation User Value Reason
Dec-15-2020 08:29:44 ACVOPFEINFP6000 |(/(b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time 6) Not Applicable
(US & Canada)
Dec-15-2020 08:23:41 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:37:32 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), NEGATIVE
(US & Canada) (®) (6)
‘ 8. Comments/Findingg/Details:
‘ Date L ocation User Value Reason
Jan-12-2021 07:36:35 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
Dec-16-2020 01:04:41 ACVOPFEINFP6000 |/(b) (4), (b) Query 2: Closed Response setisfies
(UTC-06:00) Central Time (6) query
(US & Canada)
Dec-15-2020 08:29:57 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-15-2020 08:28:34 ACVOPFEINFP6E000 || (b) (4), (b) Query 2: Answered Original valueis
(UTC-06:00) Central Time (6) correct
(US & Canada)
Dec-15-2020 08:28:09 ACVOPFEINFP6000 | auto query Query 2: Opened Entered text has either
(UTC-06:00) Centra Time (autoquery) acarriagereturn (line
(US & Canada) break) or extra spaces
at the end of the text
or between words.
Please correct by
removing al datain
the field and re-enter
without adding extra
spaces or using enter
or tab keys.
Dec-15-2020 08:28:09 ACVOPFEINFPGE000 || (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) not applicable
(US & Canada)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 06-Jul-2020 21:54

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Dec-03-2020 00:45:24
(UTC-06:00) Centra Time

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Closed

Response satisfies
query

(US & Canada)

Dec-02-2020 11:44:38 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-02-2020 11:44:38 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central Time (6)

(US & Canada)

Dec-02-2020 10:20:05 ACVOPFEINFPE000 |/(b) (4), (b) Query 1: Opened DM: A carriageis

(UTC-06:00) Central Time (6) identified. To avoid

(US & Canada) processing errors,
please remove the
identified character by
deleting the entry.

Dec-01-2020 11:38:40 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Centra Time

(US & Canada)

Dec-01-2020 11:38:23 ACVOPFEINFP6000 |((b) (4), (b)(6) |DataEntry: Transcription Error

(UTC-06:00) Central Time

(US & Canada)

Dec-01-2020 11:37:32 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central Time Antigen Quick Test

(US & Canada)

’ 9. Trade Name Other, Specify:

‘ Date L ocation User Value Reason
Jan-12-2021 07:36:35 ACVOPFEINFPE000 |/ (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 6) Not Applicable
(US & Canada)

Dec-15-2020 23:05:31 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query

(US & Canada)

Dec-15-2020 08:23:49 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Centra Time (autoquery)

(US & Canada)

Dec-15-2020 08:23:49
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Data Entry:

Transcription Error

Dec-14-2020 23:43:31
(UTC-06:00) Central Time

ACVOPFEINFPE000

(b) (4),
(b) (6)

Query 1: Reissued:Opened

DM : This Test isnot
indicated on the

*** Confidential***

Page 579 of 672

FDA-CBER-2021-5683-0908772




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 06-Jul-2020 21:54

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

FDA-cleared
(including Emergency
Use Authorization)
diagnostic list and is
not indicated as
'CLIA-certified lab' or
'1SO 15189 accredited
lab' Please review and
update. Else, clarify.

(b) (4), (b) (6)

Dec-11-2020 08:50:36 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Answered Pending Patient

(UTC-06:00) Central Time (6) Results

(US & Canada)

Dec-03-2020 08:22:40 ACVOPFEINFPE000 |/(b) (4), Query 1: Opened DM: Manufacturer/test

(UTC-06:00) Central Time (b) (6) kit name provided

(US & Canada) does not uniquely
match with the FDA
List. Kindly update
data as requested else
please confirm and add
text "CLIA-certified
lab", Thank you.

Dec-01-2020 11:38:40 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Centra Time Antigen Quick Test

(US & Canada)
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Header Text: c4591001

Nov/30/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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

Back to Form

‘ 1. Data Origin
’Date L ocation |User |Value Reason
Dec-15-2020 08:30:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Dec-15-2020 08:30:08 ACVOPFEINFPE000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-11-2020 08:01:27 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |[SITE

(US & Canada)

Dec-11-2020 08:01:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc)

(US & Canada)

Dec-08-2020 10:12:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Dec-08-2020 10:11:46 ACVOPFEINFP6000 |autocalc |DataEntry: New Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-01-2020 11:41:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE

(US & Canada)

’ 2. Sample Type

‘Date L ocation |User |Va|ue Reason
Dec-15-2020 08:30:32 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Dec-15-2020 08:30:08 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-11-2020 08:01:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB_SELF

(US & Canada)

Dec-11-2020 08:01:04 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

Dec-08-2020 10:12:15

ACVOPFEINFP6000

auto calc Data Entry:

(US & Canada)

(UTC-06:00) Central Time

(autocalc)

Not Applicable

Initial Entry

(US & Canada)

Dec-08-2020 10:11:46
(UTC-06:00) Central Time

ACVOPFEINFPG000

auto calc
(autocalc)

Data Entry:

New Information

(US & Canada)

Dec-01-2020 11:41:55
(UTC-06:00) Central Time

ACVOPFEINFPG000

auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

’ 3. Sample Collected?

‘ Date

L ocation

User

Value

Reason

Dec-15-2020
08:30:32
(UTC-06:00)
Centra Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Data Entry

NotAppIica
ble

Initial Entry

Dec-15-2020
08:30:08
(UTC-06:00)
Centra Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Data Entry

Transcription Error

Dec-11-2020
16:00:30
(UTC-06:00)
Centra Time
(US & Canada)

ACVOPFEINFP6000.InFormA dapter.Discrepancy

DMW QUERY
(b) (4)

Query 4: Cl
osed

Auto closed by
Validation Check:
VC_BEETRKO001_05

Dec-11-2020
08:01:27
(UTC-06:00)
Central Time
(US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 4: A
nswered

Initial Entry

Dec-11-2020
08:01:27
(UTC-06:00)
Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Data Entry

NO

Initial Entry

Dec-11-2020
08:01:04

(UTC-06:00)
Centra Time

ACVOPFEINFP6000

(b) (4), (b)
(6)

Data Entry

Initial Entry
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042

Subject No: 10421217

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada) ‘

Dec-10-2020 ACVOPFEINFP6000 (b) (4), (b) Query 4: Re | DM: In case SELF

23:50:30 (6) issued:Open | SWAB is not collected

(UTC-06:00) ed and instead SWAB

Centra Time PFE is collected, this

(US & Canada) form is till required
indicating “ Sample
Collected” as NO and
the reason documented
by responding to last
question on CRF.
Please review and
update.

Dec-09-2020 ACVOPFEINFP6000 (b) (4), (b) Query 4: A | Self Swab was not

08:31:11 (6) nswered done because visit was

(UTC-06:00) inclinic

Central Time

(US & Canada)

Dec-08-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: O | DMW6400398;Sample

22:35:11 (b) (4) pened Collected is not

(UTC-06:00) expected to be

Central Time Unknown or Not

(US & Canada) Applicable. Please
review and update
appropriately, In the
case that the SELF
SWAB is not collected
and instead SWAB
PFE, thisform is still
required indicating
“Sample Collected” as
NO and the reason.

Dec-08-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | Initial Entry

10:12:15 (6) .

(UTC-06:00) Not Applica

Central Time ble

(US & Canada)

Dec-08-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | New Information

10:11:46 (6) .

(UTC-06:00)

Central Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 auto query Query 3: Cl | Close Auto Query

09:26:41 (autoquery) osed

(UTC-06:00)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042

Subject No: 10421217

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Central Time
(US & Canada)
Dec-02-2020 ACVOPFEINFP6000 auto query Query 3: O | 'Sample Collected? is
09:26:26 (autoquery) pened marked as No and 'If
(UTC-06:00) no sample was
Central Time collected or sample
(US & Canada) was hot collected
according to protocaol,
please provide reason'
ismissing. Please
review and update as
appropriate.
Dec-02-2020 ACVOPFEINFP6000 auto query Query 2: De | Close Auto Query
09:26:26 (autoquery) leted
(UTC-06:00)
Centra Time
(US & Canada)
Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | Transcription Error
09:26:26 (6) .
(UTC-06:00) NO
Centra Time
(US & Canada)
Dec-02-2020 ACVOPFEINFP6000 auto query Query 2: Ca | 'Sample Collected? is
09:26:12 (autoquery) ndidate Yes, however no
(UTC-06:00) barcodes are entered.
Centra Time Please review and
(US & Canada) correct as appropriate.
Dec-01-2020 ACVOPFEINFP6000 auto query Query 1: De | Close Auto Query
11:53:08 (autoquery) leted
(UTC-06:00)
Centra Time
(US & Canada)
Dec-01-2020 ACVOPFEINFP6000 auto query Query 1: Ca | 'Sample Collected? is
11:41:55 (autoquery) ndidate Yes, however no
(UTC-06:00) barcodes are entered.
Centra Time Please review and
(US & Canada) correct as appropriate.
Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Initial Entry
11:41:55 :
(UTC-06:00) YES
Central Time Date of C
(US & Canada) ollection:
Nov/30/
2020
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF
Nov/30/2020 Audit Trail History

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

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

’ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

‘ Date L ocation User Value Reason

Dec-15-2020 08:30:32 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

Dec-15-2020 08:30:17 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central Time (6)

(US & Canada)

Dec-11-2020 08:01:27 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Swab PFE collected

(US & Canada)

Dec-11-2020 08:01:04 ACVOPFEINFP6000 |/ (b) (4). (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6)

(US & Canada)

Dec-08-2020 10:12:15 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

Dec-08-2020 10:12:04 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: New Information

(UTC-06:00) Central Time (6)

(US & Canada)

Dec-04-2020 05:22:43 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Closed as per site

(UTC-06:00) Central Time (b) (6) response.

(US & Canada)

Dec-03-2020 08:14:53 ACVOPFEINFPE000 || (b) (4), (b) Query 1: Answered Original valueis

(UTC-06:00) Central Time (6) correct

(US & Canada)

Dec-03-2020 00:16:32 ACVOPFEINFP6000 |/(b) (4), (b) (6) | Query 1: Reissued:Opened Audit trail indicates

(UTC-06:00) Central Time no change in data.

(US & Canada) Please correct by
removing al datain
the field and re-enter
without adding extra
spaces nor using enter
or tab keys.

Dec-02-2020 09:26:49 ACVOPFEINFPE000 |/ (b) (4), (b) Query 1: Answered Changed data per

(UTC-06:00) Central Time (6) query

(US & Canada)

Dec-02-2020 09:26:41 ACVOPFEINFP6000 | auto query Query 1: Opened Entered text has either

(UTC-06:00) Central Time (autoquery) acarriage return (line

(US & Canada) break) or extra spaces
at the end of the text
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042

Subject No: 10421217

Generated By:

(b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

or between words.
Please correct by
removing al datain
thefield and re-enter
without adding extra
spaces or using enter

or tab keys.

Dec-02-2020 09:26:41 ACVOPFEINFPE000 |/ (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Visit done at clinic
(US & Canada)

[5a

‘ Date L ocation User Value Reason
Dec-02-2020 09:26:12 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (®) Sample|D:
(US & Canada)
Dec-01-2020 11:53:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Sample | D: BN5CX6
(US & Canada) (b) (6)

‘ 5.a Sample D

’ Date L ocation User Value Reason
Dec-08-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: Clo | Response satisfies
22:30:48 sed query
(UTC-06:00)
Centra Time
(US & Canada)
Dec-08-2020 ACVOPFEINFP6000 (b) (4), (b) Query 3: An | Changed data per
10:12:59 6) swered query
(UTC-06:00)
Centra Time
(US & Canada)
Dec-06-2020 ACVOPFEINFP6000 (b) (4), (b) Query 3: Op | DM: Kindly consider
23:11:16 (6) ened to mark thisfield as
(UTC-06:00) Not Applicable or
Central Time delete. Thank you.
(US & Canada)
Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Clo | Response satisfies
22:28:11 sed query
(UTC-06:00)
Central Time
(US & Canada)
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Nov/30/2020

Site No: 1042

Header Text: c4591001
Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

Subject No: 10421217

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: Clo | Auto closed by

15:30:13 () (@) sed Validation Check:

(UTC-06:00) VC_BEETRK001 01

Central Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

09:26:12 (autoquery) swered

(UTC-06:00)

Centra Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 auto query Query 1: An | Answer Auto Query

09:26:12 (autoquery) swered

(UTC-06:00)

Centra Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: [ Transcription Error

09:26:12 (6)

(UTC-06:00)

Centra Time

(US & Canada)

Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Rei | DM: Barcodefor

23:55:38 ssued:Opene | SELF SWAB should

(UTC-06:00) d be 7 character in

Central Time length. However,

(US & Canada) SAMPLE ID reported
hereis 6 characters.
Kindly review and
confirm if Sample 1D
is part of SWAB PFE
or SELF SWAB and
update CRF as
appropriate. Else
clarify in query
response.

Dec-01-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: Op | DMW6286281;This

14:54:38 (b) (4) ened Barcode is already

(UTC-06:00) recorded more than

Central Time once (for the same

(US & Canada) subject). Please
review and update as
appropriate.

Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: An | Origina valueis

11:54:07 swered correct

(UTC-06:00)

Central Time
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

Dec-01-2020 ACVOPFEINFP6000 auto query Query 1. Op | Barcodeisnot 7
11:53:08 (autoquery) ened charactersin length.
(UTC-06:00) Please review and
Centra Time correct as appropriate.
(US & Canada)

Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Initial Entry

11:53:08 BN5CX6

(UTC-06:00)
Central Time
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Nov/30/2020 Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin
|Date L ocation |User |Value Reason
Jan-22-2021 10:36:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Jan-22-2021 10:35:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Jan-22-2021 10:34:43 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Dec-15-2020 08:30:49 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Centra Time (autocalc)

(US & Canada)

Dec-01-2020 11:55:13 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE

(US & Canada)
‘ 2. Sample Type
| Date L ocation | User | Value Reason
Jan-22-2021 10:36:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Jan-22-2021 10:35:41 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Jan-22-2021 10:34:43 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Dec-15-2020 08:30:49 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-01-2020 11:55:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB

(US & Canada)

3. Sample Collected?
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Jan-22-2021 10:36:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

Jan-22-2021 10:35:41 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Dec-15-2020 08:31:14 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
Dec-15-2020 08:30:49 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:55:26 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-01-2020 11:55:13 ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Dec-01-2020 11:55:13 ACVOPFEINFP6000 |(b) (4), (b)(6) |DataEntry: Initial Entry
(UTC-06:00) Central Time YES
(US & Canada) Date of Collection:
Nov/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
Jan-22-2021 10:36:59 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)

Jan-22-2021 10:35:41 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)

(US & Canada)

Jan-12-2021 07:36:58 ACVOPFEINFPE000 |/ (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

‘ 5a

‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Jan-13-2021 07:51:17
(UTC-06:00) Centra Time

ACVOPFEINFP6000

(b) (4), (b)
(6)

Data Entry:

Sample | D: Not Applicable

Initial Entry

(UTC-06:00) Central Time
(US & Canada)

(6)

Sample ID: BN5CX6

(US & Canada)

Jan-13-2021 07:51:05 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6) SampleID:

(US & Canada)

Jan-13-2021 07:50:58 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Transcription Error

Dec-15-2020 08:31:02

ACVOPFEINFPG000

(b) (4), (b)

Data Entry:

Transcription Error

(UTC-06:00) Central Time 6) Sample |D: BN5CX6 (DELETED)
(US & Canada)
Dec-01-2020 11:55:26 ACVOPFEINFP6000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sample 1D: BN5CX6
(US & Canada) (b) (8)

‘ 5.a Sample D

‘ Date L ocation User Value Reason
Jan-13-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: |Initial Entry
07:51:17 (6) Not Applica
(UTC-06:00) ble
Central Time
(US & Canada)
Jan-13-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription Error
07:51:05 (6)
(UTC-06:00)
Central Time
(US & Canada)
Jan-13-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription Error
07:50:58 (6) BN5CX6
(UTC-06:00)
Central Time
(US & Canada)
Dec-15-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription Error
08:31:02 (6) BN5CXS6 (DELETED)
(UTC-06:00)
Centra Time
(US & Canada)
Dec-14-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: Clo | Response satisfies
23:05:36 sed query
(UTC-06:00)
Centra Time
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042

Subject No: 10421217

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

Dec-14-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: An | Origind vaueis

10:35:53 swered correct

(UTC-06:00)

Centra Time

(US & Canada)

Dec-11-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: Op | DMW6444628;This

21:39:09 (b) (4) ened Barcode is already

(UTC-06:00) recorded more than

Central Time once (for the same

(US & Canada) subject). Please
review and update as
appropriate.

Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Clo | Auto closed by

15:30:13 (b) (4) sed Validation Check:

(UTC-06:00) VC_BEETRK001_01

Centra Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: An | Changed data per

09:27:02 6) swered query

(UTC-06:00)

Central Time

(US & Canada)

Dec-01-2020 ACVOPFEINFP6000.|nFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW6286280;This

14:54:38 (b) (4) ened Barcode is already

(UTC-06:00) recorded more than

Central Time once (for the same

(US & Canada) subject). Please
review and update as
appropriate.

Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Initia Entry

11:55:26 BN5CX6

(UTC-06:00)

Central Time

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 10-Oct-2020 15:59
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

[1a

| Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFP6000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time ©) Typeof Practitioner: ~ SPECIALI
(US & Canada) ST

Occurrence of Visitsor Not Applic

Contacts: able
Dec-15-2020 08:31:34 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time ®) Typeof Practitioner: ~ SPECIAL
(US & Canada) IST

Occurrence of Visitsor

Contacts:
Dec-01-2020 11:57:16 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Type of Practitioner: SPECIAL
(US & Canada) (b) (6 IST

Occurrenceof Visitsor NO

Contacts:

| 1.a Physician or Healthcare Professional:

| Date L ocation User Value Reason
Dec-01-2020 11:57:16 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), SPECIALIST
(US & Canada) (b) (6)

| 1.a Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFPG000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:31:34 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:57:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
1b
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFP6000 | (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time ® Type of Practitioner EMERGENC
(US & Canada) : Y ROOM

Occurrence of Visits Not Applicabl

or Contacts: e
Dec-15-2020 08:31:46 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time £ Type of Practitioner EMERGENC
(US & Canada) : Y ROOM

Occurrence of Visits

or Contacts:
Dec-01-2020 11:57:16 ACVOPFEINFP6000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Typeof Practitio EMERGENCY R
(US& Canada) ) © ner: OOM

Occurrenceof Vi YES

sitsor Contacts:  Number of Visits

or Contacts:
3

‘ 1.b Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Dec-01-2020 11:57:16 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), EMERGENCY ROOM
(US & Canada) (b) (6)

‘ 1.b Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFP6000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:31:46 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:57:16 ACVOPFEINFP6000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES
(US & Canada) (b) (6 Number of Visits or Contacts:

3
1lc
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFP6000 | (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time ® Type of Practition PRIMARY CAR
(US & Canada) er: E PHYSICIAN

Occurrence of Vis Not Applicable

itsor Contacts:
Dec-15-2020 08:31:54 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time ) Type of Practition PRIMARY CAR
(US & Canada) er: E PHYSICIAN

Occurrenceof Vis

itsor Contacts:
Dec-01-2020 11:57:16 ACVOPFEINFP6000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (b()?é Typeof Practitio PRIMARY CAR
(US & Canada) ner: E PHYSICIAN

Occurrenceof Vi YES

sitsor Contacts:  Number of Visits

or Contacts:
1

‘ 1.c Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Dec-01-2020 11:57:16 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), PRIMARY CARE PHYSICIAN
(US & Canada) (b) (6)

‘ 1.c Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFP6000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:31:54 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:57:16 ACVOPFEINFP6000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES
(US & Canada) (b) (6 Number of Visits or Contacts:
1
1d
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFP6000 | (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time ® Typeof Practitioner: URGENT C
(US & Canada) ARE

Occurrenceof Visitsor Not Applica

Contacts: ble
Dec-15-2020 08:32:02 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time ) Typeof Practitioner: URGENT C
(US & Canada) ARE

Occurrence of Visitsor

Contacts:
Dec-01-2020 11:57:16 ACVOPFEINFP6000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Typeof Practitio URGENT CARE
(US & Canada) (b) (6 ner:

Occurrenceof Vi YES

sitsor Contacts:  Number of Visits

or Contacts:
1

‘ 1.d Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Dec-01-2020 11:57:16 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), URGENT CARE
(US & Canada) (b) (6)

‘ 1.d Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFP6000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:32:02 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-01-2020 11:57:16 ACVOPFEINFP6000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES
(US & Canada) (b) (6 Number of Visits or Contacts:

1
le
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFP6000 |/(b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time ® Type of Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION

Occurrenceof Vi Not Applicable

sitsor Contacts:
Dec-15-2020 08:32:10 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time & Typeof Practitio TELEPHONE C
(US& Canada) ner: ONSULTATION

Occurrence of Vi

sitsor Contacts:
Dec-01-2020 11:57:16 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ( b<)4)(:6 Typeof Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION

Occurrenceof Vi NO

sitsor Contacts:

’ 1l.e Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Dec-01-2020 11:57:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), TELEPHONE CONSULTATION
(US & Canada) (0) (6)

’ 1.e Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFPG000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:32:10 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:57:16 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), NO

(US & Canada) (b) (6)

1f

‘ Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

(6)

Type of Practitioner:

OTHER
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Occurrence of Visitsor Not Applic

Contacts: able
Dec-15-2020 08:32:19 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time 6 Type of Practitioner: OTHE
(US & Canada) R

Occurrence of Visitsor Con

tacts:
Dec-01-2020 11:57:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time b(4), Type of Practitioner: OTHE
(US & Canada) (b) (& R

Occurrence of Visitsor Con NO

tacts:

‘ Lf Physician or Healthcare Professional:

’ Date L ocation User Value Reason
Dec-01-2020 11:57:16 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF OTHER
(US & Canada) (b) (6

‘ 1.f Occurrence of Visits or Contacts:

’ Date L ocation User Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFP6000 |/(b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)

Dec-15-2020 08:32:19 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:57:16 ACVOPFEINFPE000 (- (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO

(US & Canada) (®) (&

‘ 2. Other Type of Practitioner Specify:

‘Date L ocation |User |Value Reason
Dec-15-2020 08:32:37 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (0) (6)

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

‘ Date L ocation User Value Reason
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Nov/30/2020

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

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Dec-15-2020 08:32:37 ACVOPFEINFP6000 |/ (b)(4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

Dec-15-2020 08:32:26 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:57:16 ACVOPFEINFP6000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF NO

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:53
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. What is the treatment | dentifier?

| Date L ocation User Value Reason
Dec-01-2020 11:57:50 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6
‘ 2. Concomitant Non-drug Treatment Pre-specified:
| Date L ocation User Value Reason
Dec-01-2020 11:57:50 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6
‘ 3. Treatment:
| Date L ocation User Value Reason
Dec-01-2020 11:57:50 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6
| 4. Treatment:
| Date L ocation User Value Reason
Dec-01-2020 11:57:50 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6
| 5. Start Date:
| Date L ocation User Value Reason
Dec-01-2020 11:57:50 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6
| 6. Ongoing?
‘ Date L ocation User Value Reason
Dec-01-2020 11:57:50 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done

(US & Canada)

(b) (6
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Category of Clinical Event:

’ Date L ocation User Value Reason
Dec-15-2020 08:33:12 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Not Applicable
(US & Canada)

Dec-15-2020 08:32:54 ACVOPFEINFPE000 | auto calc Data Entry: Transcription Error
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-02-2020 09:28:33 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) POTENTIAL COVID-19 ILLNESS

(US & Canada)

Dec-02-2020 09:28:12 ACVOPFEINFP6000 |/(b)(4),(b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6)

(US & Canada)

Dec-01-2020 11:58:24 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done

(US & Canada) (b) (6)

‘ 2. Was a diagnosis obtained for Potential COVID-19 IlIness?

‘ Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: |Initia Entry
08:33:12 (6) Not Applicab
(UTC-06:00) le
Centra Time
(US & Canada)

Dec-15-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription Error
08:32:54 (6)

(UTC-06:00)

Centra Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Clos | Auto closed by
15:30:13 (b) (4) ed Validation Check:
(UTC-06:00) VC_CEIDT008_02
Centra Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Initia Entry
09:28:33 (autoquery) wered

(UTC-06:00)

Central Time

*** Confidential***
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Header Text: c4591001

Visit: POT_COVI
Nov/30/2020

Form Version: 06-Jul-2020 21:52

Site No: 1042

Subject No: 10421217

D_ILL 2 - Unscheduled Visit on

Form Status: Data Complete, Frozen

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Initia Entry

09:28:33 (6) NO

(UTC-06:00)

Centra Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: |Initia Entry

09:28:12 (6)

(UTC-06:00)

Centra Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Ope | DMW6286323;Was

01:55:15 (b) (4) ned adiagnosis obtained

(UTC-06:00) for Potential

Central Time COVID-19 llIness?

(US & Canada) is not expected to be
Not Done. Please
review and update
appropriately or
clarify

Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: [ Initia Entry

11:58:24 Not Done

(UTC-06:00)

Centra Time

(US & Canada)

‘ 3. Toxicity Grade:

’Date L ocation User |Value |Reason
Dec-15-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initia Entry
08:33:12 (6) Vo
(UTC-06:00) Not Applic
Centra Time able
(US & Canada)

Dec-15-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Transcription Error
08:33:04 (6) A

(UTC-06:00)

Centra Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Cl | Auto closed by
15:36:36 (b) (4) osed Validation Check:
(UTC-06:00) VC_CEIDT008_03
Central Time

(US & Canada)

Page 602 of 672

*** Confidential***

FDA-CBER-

2021-5683-0908795




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Nov/30/2020

Site No: 1042

Form Version: 06-Jul-2020 21:52

Subject No: 10421217

Header Text: c4591001
Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Form: ILLNESS DETAILS - eCRF Audit Trail History

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Dec-02-2020 ACVOPFEINFP6000 auto query Query 1: A | Initia Entry

09:28:33 (autoquery) nswered

(UTC-06:00)

Central Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initia Entry

09:28:33 (6) Vo

(UTC-06:00) 1

Centra Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (0) (4), (b) Data Entr | Initial Entry

09:28:12 (6) A

(UTC-06:00)

Centra Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: O | DMW6286376; Toxicity

01.55:15 (b) (4) pened Grade s not expected

(UTC-06:00) to be Not Done or Not

Centra Time Applicable or

(US & Canada) Unknown. Please
review and update
appropriately or clarify

Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entr | Initial Entry

11:58:24 \'H

(UTC-06:00) Not Done

Centra Time

(US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 17-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Category of Clinical Event:

| Date L ocation User Value Reason
Dec-01-2020 12:00:04 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6
‘ 2. Subcategory of Clinical Event:
| Date L ocation User Value Reason
Dec-01-2020 12:00:04 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6
‘ 3. Was a diagnosis obtained?
| Date L ocation User Value Reason
Dec-01-2020 12:00:04 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6
| 4. Toxicity Grade:
| Date L ocation User Value Reason
Dec-01-2020 12:00:04 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Nov/30/2020 Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Lab Panel:
| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6

‘ 2. Laboratory Name and Address

| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6

‘ 3. Collection Date:

| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6

| 4. Specimen Type:

| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6
| 5a
| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Sponsor-Defined Ident Not Applica
(US & Canada) (ORE ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Audit Trail History
Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

| 5.a Sponsor 1D:

| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.a Test:

| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.a Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.a Not Done:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5aLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

|5b

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @ Sponsor-Defined Ident Not Applica
(US& Canada) (b) (& ifier: ble

Test:: Not Applica
ble
Result:: Not Applica
ble
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Not Done:: Not Applica
ble

Lab Normal Range:  Not Applica
ble

‘ 5.b Sponsor ID:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.b Test:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.b Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.b Not Done:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

’ 5bLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

’ 5.c

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 AcVOPFEINFPeooo |®) @) ®) )| pata Entry: Initial Entry
(UTC-06:00) Central Time Sponsor-Defined Ident Not Applica
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 21-Aug-2020 02:49

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

b) (4), (b

(US& Canada) () ((6)) (b) ifier: ble
Test:: Not Applica

ble
Result:: Not Applica

ble
Not Done:: Not Applica

ble
Lab Normal Range:  Not Applica

ble

| 5.c Sponsor ID:

| Date User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.c Test:

| Date User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Applicable
(US & Canada) (b) (6

| 5.c Result:

| Date User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.c Not Done:

‘ Date User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.cLNMT

‘ Date User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada)

(b) (6
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
B
‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time b(4)’ Sponsor-Defined Ident Not Applica
(US & Canada) (e ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 21-Aug-2020 02:49

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

| 5.d Sponsor ID:

| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.d Test:

| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.d Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.d Not Done:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.dLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

(e

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

4,
(b) (6

Sponsor-Defined | dent
ifier:
Test::

Result::

Not Applica
ble
Not Applica
ble
Not Applica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Not Done:: Not Applica
ble

Lab Normal Range:  Not Applica
ble

‘ 5.e Sponsor ID:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.e Test:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.e Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.e Not Done:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

’ 5.eLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

E;

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 | (B) (‘é)f (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time © Sponsor-Defined Ident Not Applica
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 21-Aug-2020 02:49

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

b) (4), (b

(US& Canada) ®) ((6)) (b) ifier: ble
Test:: Not Applica

ble
Result:: Not Applica

ble
Not Done:: Not Applica

ble
Lab Normal Range:  Not Applica

ble

| 5.f Sponsor 1D:

| Date User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.f Test:

| Date User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Applicable
(US & Canada) (b) (6

| 5.f Result:

| Date User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.f Not Done:

‘ Date User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5f LNMT

‘ Date User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada)

(b) (6
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
’ 5.9
‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @ Sponsor-Defined Ident Not Applica
(US & Canada) (e ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

| 5.9 Sponsor 1D:

| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.9 Test:

| Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.9 Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.g Not Done:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.gLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:27 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/30/2020 Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Lab Panel:
| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6

‘ 2. Laboratory Name and Address

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6

‘ 3. Collection Date:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6

| 4. Specimen Type:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6
| 5a
| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @ Sponsor-Defined Ident Not Applica
(US & Canada) (ORE ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Nov/30/2020 Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

| 5.a Sponsor 1D:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.a Test:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.a Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.a Not Done:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5aLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

|5b

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time tf4)' Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6 ifier: ble

Test:: Not Applica
ble

Result:: Not Applica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Not Done:: Not Applica
ble

Lab Normal Range:  Not Applica
ble

‘ 5.b Sponsor ID:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.b Test:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.b Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.b Not Done:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

’ 5bLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

’ 5.c

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 | (b) (). (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time ©) Sponsor-Defined Ident Not Applica
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(US & Canada) (b) ((L:;)) () ifier: ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range:  Not Applica
ble

| 5.c Sponsor ID:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.c Test:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Applicable
(US & Canada) (b) (6

| 5.c Result:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.c Not Done:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.cLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Nov/30/2020

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Visit; POT_COVID_ILL 2 - 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: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

B
‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @ Sponsor-Defined Ident Not Applica
(US & Canada) (b) (6 ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Nov/30/2020 Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

| 5.d Sponsor ID:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.d Test:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.d Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.d Not Done:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5dLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

(e

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @ Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6 ifier: ble

Test:: Not Applica
ble

Result:: Not Applica
ble
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Not Done:: Not Applica
ble

Lab Normal Range:  Not Applica
ble

‘ 5.e Sponsor ID:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.e Test:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.e Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.e Not Done:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

’ 5.eLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

E;

‘ Date L ocation | User |Va|ue Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 | (D) (4), (B) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Sponsor -Defined Ident Not Applica
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(US & Canada) ® @, OO | e ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range:  Not Applica
ble

| 5.f Sponsor 1D:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.f Test:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Applicable
(US & Canada) (b) (6

| 5.f Result:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.f Not Done:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5f LNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Nov/30/2020

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Visit; POT_COVID_ILL 2 - 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: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

’ 5.9
‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @, Sponsor-Defined Ident Not Applica
(US & Canada) (e ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Nov/30/2020 Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

| 5.9 Sponsor 1D:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.9 Test:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 5.9 Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.g Not Done:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5.gLNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

|5h

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @ Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6 ifier: ble

Test:: Not Applica
ble

Result:: Not Applica
ble
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Not Done:: Not Applica
ble

Lab Normal Range:  Not Applica
ble

‘ 5.h Sponsor I1D:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.h Test:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.h Result:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.h Not Done:

’ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

’ 5h LNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

5i

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 | () (‘é), () | DataEntry: Initial Entry
(UTC-06:00) Central Time © Sponsor-Defined Ident Not Applica
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(US & Canada) (b) @), (b) (6) | ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Page 626 of 672

*** Confidential***
FDA-CBER-2021-5683-0908819




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

Nov/30/2020 Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 5.i Sponsor ID:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (QF Not Applicable
(US & Canada) (b) (6)

‘ 5.i Test:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) b) (&

‘ 5.i Result:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.i Not Done:

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 5.i LNMT

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6

| 5,

| Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time b(4)' Sponsor-Defined Ident Not Applica
(US& Canada) ® (6 ifier: ble

Test:: Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Nov/30/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble

|5.j Sponsor 1D:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5] Test:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (&

| 5] Result:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (QOF Not Applicable
(US & Canada) (b) (&

‘ 5.j Not Done:

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (QOF Not Applicable
(US & Canada) () (&

‘ 5j LNMT

‘ Date L ocation User Value Reason
Dec-01-2020 12:00:53 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (CF Not Applicable
(US & Canada) b) (&
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Nov/30/2020

Form Version: 21-Aug-2020 02:50

Site No: 1042
Subject No: 10421217
Generated By:| (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date:

| Date L ocation User Value Reason
Dec-01-2020 12:01:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6)

‘ 2.a

| Date L ocation User Value Reason
Dec-01-2020 12:01:21 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time b(4)' Record | dentifier:: Not Appli
(US & Canada) ®) 6 cable

Systolic:: Not Appli

cable
Diastolic:: Not Appli

cable
Respiratory Ratein respi Not Appli
rationgminute: cable
Heart Rate in beatsminu Not Appli
te: cable

| 2.a Record | dentifier:

‘ Date L ocation User Value Reason
Dec-01-2020 12:01:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) () (6)

| 2.a Systalic:

‘ Date L ocation User Value Reason
Dec-01-2020 12:01:21 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6)

‘ 2.aDiastolic:

‘ Date L ocation User Value Reason
Dec-01-2020 12:01:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (QOF Not Applicable

(US & Canada)

(b) (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 21-Aug-2020 02:50
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

’ 2.a Respiratory Rate in respirations/minute:

‘ Date L ocation User Value Reason
Dec-01-2020 12:01:21 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (0) (6)

’ 2.aHeart Ratein beatsminute:

‘ Date L ocation User Value Reason
Dec-01-2020 12:01:21 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada)

(b) (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Nov/30/2020

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date:
| Date L ocation User Value Reason
Dec-01-2020 12:01:39 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6
‘ 2a
| Date L ocation User Value Reason
Dec-01-2020 12:01:39 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (b()426 Record Identifier:: Not Applicable
(US & Cenadd) Oxygen Saturation: Not Applicable

‘ 2.a Record I dentifier:

| Date L ocation User Value Reason
Dec-01-2020 12:01:39 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 2.a SPO2 Pulse Oximetry %

| Date L ocation User Value Reason
Dec-01-2020 12:01:39 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:52
Site No: 1042

Subject No: 10421217
Generated By:| (b) (4)

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date Time of Assessment:

| Date L ocation User Value Reason
Dec-01-2020 12:02:01 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6)

‘ 2. Arterial Blood Gases PaO2 (mmHQ):

| Date L ocation User Value Reason
Dec-01-2020 12:02:01 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6)

‘ 3. FiO2 (Fraction of Inhaled Oxygen):

| Date L ocation User Value Reason
Dec-01-2020 12:02:01 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada)

(b) (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/30/2020

Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit
Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. What is the medication identifier?

| Date L ocation User Value Reason
Dec-01-2020 12:02:46 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6)

‘ 2. Category:

| Date L ocation User Value Reason
Dec-01-2020 12:02:46 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6)

‘ 3. Concomitant Medications Pre-specified:

| Date L ocation User Value Reason
Dec-01-2020 12:02:46 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), 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
Dec-01-2020 12:02:46 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6)

| 5. Start Date:

‘ Date L ocation User Value Reason
Dec-01-2020 12:02:46 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (QOF Not Applicable
(US & Canada) (b) (6)

‘ 6. Ongoing?

‘ Date L ocation User Value Reason
Dec-01-2020 12:02:46 ACVOPFEINFP6000 | (B) @), (®) | pata Entry: Initial Entry
(UTC-06:00) Central Time ©) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit

Nov/30/2020

Form Version: 06-Jul-2020 21:55
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Trail History

Form Status: Data Complete, Frozen

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

| (b) (4), (b) (6)|

Page 634 of 672

*** Confidential***
FDA-CBER-2021-5683-0908827




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: IMAGING - eCRF Audit Trail History

Nov/30/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Assessment:

| Date L ocation User Value Reason
Dec-01-2020 12:03:01 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

‘ 2. Location of Assessment:

| Date L ocation User Value Reason
Dec-01-2020 12:03:01 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6

‘ 3. Type of Imaging Exam:

| Date L ocation User Value Reason
Dec-01-2020 12:03:01 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6

| 4. Assessment:

| Date L ocation User Value Reason
Dec-01-2020 12:03:01 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada) (b) (6
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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/30/2020

Form Version: 22-Apr-2020 21:04
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Visit

‘ Date L ocation User Value Reason
Dec-01-2020 10:48:39 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Nov/30/2020
(US & Canada) () (6)

‘ 3. COVID-19 IlIness Visit:

| Date L ocation User Value Reason
Dec-01-2020 10:48:39 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF COVID_A1l

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

on Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By:| (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin

|Date L ocation |User |Value Reason
Dec-01-2020 12:03:27 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [SITE

(US & Canada)

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Dec-01-2020 12:03:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Dec-01-2020 12:06:56 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query

(UTC-06:00) Central Time
(US & Canada)

(autoquery)

Dec-01-2020 12:03:27
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 | auto query
(autoquery)

Query 1: Candidate

‘Sample Collected? is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Dec-01-2020 12:03:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES
(US & Canada) (b) (6 Date of Collection:
Nov/30/2020

| 5a

‘ Date L ocation User Value Reason
Dec-01-2020 12:06:56 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sample |D: BRD7WT
(US & Canada) (b) (6)

| 5.a Sample D

‘Date |Location |User |VaJue |Reason
Dec-01-2020 12:06:56 ACVOPFEINFP6000 | (0) (4). (0) (6) | Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

on Nov/30/2020

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Central Time (0) (). 0) )| grp7WT
(US & Canada)

50

‘ Date | L ocation | User |Va|ue | Reason
Dec-01-2020 12:07:14 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample |D: BKZF43
(US & Canada) (0) (6)

’ 5.b Sample D

‘ Date L ocation User Value Reason
Dec-01-2020 12:07:14 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BKZF43

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1042

Subject No: 10421217

Generated By:  (b) (4)

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

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date of Completion/Discontinuation/Death :

|Date L ocation |User |Va|ue Reason
Nov-03-2020 09:37:15 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Oct/27/2020
(US & Canada) (®) (6)

| 2. Phase of Disposition:

‘Date L ocation |User |Value Reason
Nov-03-2020 09:37:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | VACCINATION
(US & Canada)

| 3. Status:

‘Date L ocation |User ’VaJue Reason
Nov-03-2020 09:37:15 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, COMPLETED
(US & Canada) (0) (6)
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Header Text: c4591001

Visit: POT_COVID_REPEAT SWAB 1 -
Unscheduled Visit on Nov/30/2020

Form Version: 10-Oct-2020 15:57
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: DATE OF VISIT - REPEAT SWAB - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Visit

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 16:30:43 AcvorrEINFPs000 | (B) (4. | pataEntry: Initial Entry
(UTC-06:00) Central Time (b) (6)  |Nov/30/2020
(US & Canada)

‘ 3. COVID-19 Repeat Swab:

| Date L ocation | User | Value Reason
Dec-11-2020 16:30:43 AcvorrEINFPs000 | (B) (4), (B) | pata Entry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

(6) COVID_AR1
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Header Text: c4591001

Visit: POT_COVID_REPEAT SWAB 1 -
Unscheduled Visit on Nov/30/2020

Form Version: 10-Oct-2020 15:57
Site No: 1042

Subject No: 10421217
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin

|Date L ocation |User |Value Reason
Dec-11-2020 16:31:00 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [SITE
(US & Canada)

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Dec-11-2020 16:31:33 ACVOPFEINFPE000 | (b) Data Entry: Transcription Error
(UTC-06:00) Central Time 4, NASAL_SWAB
(US & Canada) (0) (6)

Dec-11-2020 16:31:00 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NASAL_SWAB_SELF
(US & Canada) (0) (6)

| 3. Sample Collected?

‘Date L ocation |User |VaJue Reason
Dec-11-2020 16:31:10 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)
Dec-11-2020 16:31:00 ACVOPFEINFP6000 |auto query |Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Centra Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Dec-11-2020 16:31:00 ACVOPFEINFPs000 |(B) (4), (B)| Data Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada) Date of Collection:
Nov/30/2020

[5a

‘Date L ocation |User |Value Reason
Dec-11-2020 16:31:10 ACVOPFEINFP6000 | (0) (4), |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (6) | sample1D: BNSCX6
(US & Canada)

‘ 5.a Sample D
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Header Text: c4591001

Visit: POT_COVID_REPEAT SWAB 1 -
Unscheduled Visit on Nov/30/2020

Form Version: 10-Oct-2020 15:57
Site No: 1042

Subject No: 10421217
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date L ocation User Value Reason

Dec-14-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: Cl | Correct as RSWAB

11:37:19 osed should be removed

(UTC-06:00) from COVID_B

Centra Time

(US & Canada)

Dec-11-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: O | DMW6444629;This

21:39:09 (b) (4) pened Barcode is already

(UTC-06:00) recorded more than

Central Time once (for the same

(US & Canada) subject). Please review
and update as
appropriate.

Dec-11-2020 ACVOPFEINFP6000 auto query Query 1: Cl | Close Auto Query

16:31:33 (autoquery) osed

(UTC-06:00)

Centra Time

(US & Canada)

Dec-11-2020 ACVOPFEINFP6000 auto query Query 1: O | Sample Typeis

16:31:10 (autoquery) pened NASAL_SWAB_SELF

(UTC-06:00) and barcodeis not 7

Central Time charactersin length.

(US & Canada) Please review and
correct as appropriate.

Dec-11-2020 ACVOPFEINFPE000 (b) (4), (b) (6) Data Entry | Initial Entry

16:31:10 :

(UTC-06:00) BN5CX6

Centra Time

(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 || (b) Form Created
(UTC-06:00) Central Time @),
(US & Canada) (0) (6)
Page 643 of 672

*** Confidential***
FDA-CBER-2021-5683-0908836



090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1042

Subject No: 10421217

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)

| 2. AE ID:

‘ Date L ocation | User | Value Reason
Mar-12-2021 09:39:01 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)

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

|Date L ocation |User |Va|ue Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), Exposure During Pregnancy
(US & Canada) (0) (6)

‘ 4. Start Date Time:

|Date L ocation |User |Va|ue Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), Feb/10/2021 16:22
(US & Canada) (0) (6)

‘ 5. Isthe adverse event still ongoing?

|Date L ocation |User |Va|ue Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, YES
(US & Canada) (0) (6)

| 6. Toxicity Grade:

| Date L ocation |User |Value Reason
Mar-12-2021 09:39:01 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, 3

(US & Canada)

(b) (6)

7. |sthe adverse event serious?
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1042
Subject No: 10421217
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status:

Data Complete

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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
Mar-12-2021 09:39:32 ACVOPFEINFP6000 | auto query | Query 2: Closed Close Auto Query
(UTC-06:00) Centra Time (autoquery)
(US & Canada)
Mar-12-2021 09:39:32 ACVOPFEINFPE000 |/ (b) Data Entry: Transcription Error
(UTC-06:00) Central Time (4), YES
(US & Canada) (®) (6) 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?
NO
Did this serious event result in persist
ent or significant disability/incapacit
y?
NO
Is this serious event life threatening?
NO
Other medically important serious ev
ent
YES
Mar-12-2021 09:39:01 ACVOPFEINFP6000 | auto query | Query 2: Opened Isthis adverse event
(UTC-06:00) Central Time (autoquery) serious? isreported
(US & Canada) 'Yes, but at least one
seriousness criteriais
missing. Please review
and update as
appropriate.
Mar-12-2021 09:39:01 ACVOPFEINFP6000 |auto query | Query 1: Candidate For AE Exposure
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1042

Subject No: 10421217
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Central Time
(US & Canada)

Mar-12-2021 09:39:01
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPE000 |/ (b)

(autoquery) During Pregnancy :
Response to "Isthe
adverse event
serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Data Entry: Initial Entry
4), YES
(b) (6 Isthis 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?

NO
Isthis serious event life threatening?
NO

Other medically important serious ev
ent

YES

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

’Date L ocation |User |Value Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, NO
(US & Canada) (0) (6)

‘ 9. Isthis event related to study treatment:

’ Date L ocation | User ’ Value Reason
Mar-12-2021 09:39:01 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NOT RELATED
(US & Canada) () (6) If Not Related to study treatment(s), t

his event is due to:

OTHER

Page 646 of 672

*** Confidential***
FDA-CBER-2021-5683-0908839




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1042

Subject No: 10421217
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1042) HealthFirst Medical Group

Subject Initials: —-

Generated Time (GMT): 29-Mar-2021 04:44

If Other, specify:
n/a

‘ 10. Latest Action Taken with Study Treatment:

‘ Date L ocation |User |Va|ue Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NOT APPLICABLE
(US & Canada) (b) (6

‘ 11. Was a Concomitant Medication given?

‘ Date L ocation |User ‘Value Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), NO
(US & Canada) (b) (6

‘ 12. Was a Non-Drug Treatment given?

| Date L ocation |User |Va|ue Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NO
(US & Canada) (b) (6

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

|Date L ocation |User |Va|ue Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, RECOVERING/RESOLVING
(US & Canada) (0) (6)

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

|Date L ocation |User |Va|ue Reason
Mar-12-2021 09:39:01 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), NO
(US & Canada) (0) (6)
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Header Text: c4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Jan-18-2021 12:15:17 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Jan/15/2021
(US & Canada) (b) (6)
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Header Text: c4591001

Site No: 1042
Subject No: 10421217
Generated By:| (b) (4)

Form Version: 10-Dec-2020 02:25

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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-20-2021 15:32:57 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Jan-19-2021 05:50:47 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened The response indicates

(US & Canada)

(UTC-06:00) Central Time

participant was
unblinded, however
the TREATMENT
UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.

*** Confidential***

Jan-18-2021 12:15:23 ACVOPFEINFP6000 | auto query Query 1: Candidate The response indicates
(UTC-06:00) Central Time (autoquery) participant was
(US & Canada) unblinded, however
the TREATMENT
UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.
Jan-18-2021 12:15:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time Participant iswilling to return for Va
(US & Canada) ccination 3
Participant is:
eligible per local/national recom
mendations and confirmed to hav
e received only placebo at Vaccin
ation 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By:  (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date Treatment Unblinded :

| Date L ocation User Value Reason
Jan-20-2021 15:32:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Jan/15/2021
(US & Canada) (b) (6)

| 2. Primary Reason for Unblinding:

‘ Date L ocation User Value Reason
Jan-20-2021 15:32:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), ASSESSELIGIBILITY FOR ADDITI
(US & Canada) (b) (6) ONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:.03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: WITHDRAWAL OF CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Withdrawal of Consent Date :

‘ Date L ocation User Value Reason
Jan-20-2021 15:33:14 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada)

(b) (6)
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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: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date of Collection / Notification of Death:

‘ Date L ocation User Value Reason
Jan-20-2021 15:33:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1042

Subject No: 10421217
Generated By:  (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Jan-18-2021 12:15:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Jan/18/2021
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1042

Subject No: 10421217

Generated By:| (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Consent Was:
| Date L ocation User Value Reason
Jan-18-2021 12:15:52 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), OBTAINED
(US & Canada) (b) (6) Date Written Consent Obtained
Jan/18/2021
Page 654 of 672

*** Confidential***
FDA-CBER-2021-5683-0908847




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1042

Subject No: 10421217

Generated By:| (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Completion/Discontinuation/Death :

| Date L ocation User Value Reason
Jan-18-2021 12:16:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Jan/18/2021

(US & Canada) (b) (6)
‘ 2. Phase of Disposition:
| Date L ocation | User | Value Reason
Jan-18-2021 12:16:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | REPEAT SCREENING 1

(US & Canada)
‘ 3. Status:

| Date L ocation User Value Reason
Jan-18-2021 12:16:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), COMPLETED

(US & Canada)

(b) (6)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21

Site No: 1042
Subject No: 10421217
Generated By: | (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1 Lab Pane!
‘Date L ocation ’User |Value Reason
Jan-18-2021 12:25:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Centra Time

(autocalc) [URINALYSIS

(US & Canada)

| 2. Lab Sub-Pane!:

‘Date L ocation ’User |Value Reason
Jan-18-2021 12:25:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Centra Time
(US & Canada)

(autocalc) | PREGNANCY

’ 3. Collection Date:

‘ Date L ocation User Value Reason
Jan-18-2021 12:25:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Jan/18/2021
(US & Canada) () (&

‘ 4. Laboratory Name and Address (Derived)

‘ Date L ocation ’ User | Value Reason
Jan-18-2021 12:25:11 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

(autocalc) | STUDY SITE

‘ 5. Specimen Type:

| Date L ocation | User | Value Reason
Jan-18-2021 12:25:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE
(US & Canada)
‘ 6.a
| Date L ocation | User | Value Reason
Jan-18-2021 12:25:11 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 113
(US & Canada) I dentifier:

Test:: Choriogonadotropin

Beta PX113
Result:: NEGATIVE
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
SiteNo: 1042

Subject No: 10421217
Generated By:| (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ ’ ’ ‘ Not Done:: ‘

| 6.a Sponsor |D:

’Date ‘Location |User |Value |Reason
Jan-18-2021 12:25:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 113
(US & Canada)

| 6.a Test:

‘ Date L ocation User Value Reason
Jan-18-2021 12:25:11 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Choriogonadotropin Beta PX113
(US & Canada) () (6)

| 6.a Result:

‘ Date L ocation User Value Reason
Jan-18-2021 12:25:11 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NEGATIVE

(US & Canada)

(b) (6)
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Page 657 of 672

FDA-CBER-2021-5683-0908850




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By:| (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin

|Date L ocation |User |Value Reason
Jan-18-2021 12:25:24 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [SITE

(US & Canada)

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Jan-18-2021 12:25:24 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM

(US & Canada)

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Jan-18-2021 15:11:24 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Jan-18-2021 12:25:24 ACVOPFEINFPE000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Jan-18-2021 12:25:24 ACVOPFEINFP6000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES

(US & Canada) (b) (6 Date of Collection:

Jan/18/2021

| 5a

‘ Date L ocation User Value Reason
Jan-18-2021 15:11:24 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample ID: BRD7YV

(US & Canada) (b) (6)

| 5.a Sample D

‘Date |Location |User |VaJue |Reason

Data Entry: Initial Entry

‘ Jan-18-2021 15:11:24

AcvorrEINFPeoco | (B) (4), (B)
(6)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Central Time () @, ®) 6)| prD7YV
(US & Canada)

|5b

| Date | L ocation | User |Va|ue | Reason
Jan-18-2021 15:11:45 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample |D: BLONSO
(US & Canada) (b) (6

| 5.b Sample D

| Date L ocation User Value Reason
Jan-18-2021 15:11:45 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), BLONSO
(US & Canada) (b) (6

| 5.c

‘ Date L ocation User Value Reason
Jan-18-2021 15:11:59 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample ID: BLONSL
(US & Canada) (b) (&

| 5.c Sample D

‘ Date L ocation User Value Reason
Jan-18-2021 15:11:59 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), BLONS1

(US & Canada)

(b) (6
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin

|Date L ocation |User |Value Reason
Jan-18-2021 12:25:36 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [SITE

(US & Canada)

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Jan-18-2021 12:25:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [ NASAL_SWAB

(US & Canada)

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Jan-18-2021 15:15:09 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Jan-18-2021 12:25:36 ACVOPFEINFP6000 |auto query | Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Jan-18-2021 12:25:36 ACVOPFEINFP6000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES

(US & Canada) (b) (6 Date of Collection:

Jan/18/2021

| 5a

‘ Date L ocation User Value Reason
Jan-18-2021 15:15:09 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample |D: BRMXPZ

(US & Canada) (b) (6)

| 5.a Sample D

‘Date |Location |User |VaJue |Reason

ACVOPFEINFP6000 Data Entry: Initial Entry

‘ Jan-18-2021 15:15:09

(b) (4), (b)
(6)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Central Time
(US & Canada)

(b) @), () | BRMXPZ
(6)
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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: 1042
Subject No: 10421217
Generated By: | (b) (4)

Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Was there a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Jan-18-2021 12:26:07 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO
(US & Canada) (b) (&

| 2. Treatment Name

‘Date L ocation ’User |Value Reason
Jan-18-2021 12:26:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Centra Time
(US & Canada)

(autocalc) | BNT162b2

’ 3. Formulation:

‘ Date L ocation ’ User | Value Reason
Jan-18-2021 12:26:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

(autocalc) | INJECTION

‘ 4. Dose Date Time:

‘ Date L ocation User Value Reason
Jan-18-2021 12:26:07 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Jan/18/2021 11:30
(US & Canada) b) (&

‘ 5. Anatomical Location:

| Date L ocation | User | Value Reason
Jan-18-2021 12:26:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE
(US & Canada)

‘ 6. Body Side:

| Date L ocation User Value Reason
Jan-18-2021 12:26:07 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF RIGHT
(US & Canada) (b) (6

‘ 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
SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

‘ Date L ocation ’ User |Value Reason
Jan-18-2021 12:26:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INTRAMUSCULAR
(US & Canada)

| 8. Actual Dose:

‘ Date L ocation ’ User |Value Reason
Jan-18-2021 12:26:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) [30.0
(US & Canada)

| 9. Unit:

‘ Date L ocation ’ User |Value Reason
Jan-18-2021 12:26:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |ug
(US & Canada)

‘ 10. Timeframe Subject Was Observed

‘ Date L ocation ’ User | Value Reason
Jan-18-2021 12:26:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central 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-18-2021 12:26:07 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, YES
(US & Canada) () (6)
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1042

Subject No: 10421217
Generated By:  (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Feb-10-2021 17:20:13 ACVOPFEINFP6000 | (D) (4), (B) | Data Entry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

(6) Feb/10/2021
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1042 Site Name: (1042) HealthFirst Medical Group

Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1 Lab Pane!

‘Date L ocation ’User |Value Reason
Feb-10-2021 17:20:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) [URINALYSIS
(US & Canada)

|2 Lab Sub-Pane:

‘Date L ocation ’User |Value Reason
Feb-10-2021 17:20:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | PREGNANCY
(US & Canada)

’ 3. Collection Date:

‘ Date L ocation User Value Reason
Feb-10-2021 17:20:35 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Feb/10/2021
(US & Canada) () (&

‘ 4. Laboratory Name and Address (Derived)

‘ Date L ocation ’ User | Value Reason
Feb-10-2021 17:20:35 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | STUDY SITE
(US & Canada)

‘ 5. Specimen Type:

| Date L ocation | User | Value Reason
Feb-10-2021 17:20:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE
(US & Canada)
‘ 6.a
| Date L ocation | User | Value Reason
Feb-10-2021 17:20:35 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central 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
SiteNo: 1042

Subject No: 10421217
Generated By:| (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ ’ ’ ‘ Not Done:: ‘

| 6.a Sponsor |D:

’Date ‘Location |User |Value |Reason
Feb-10-2021 17:20:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central Time

(autocalc) | 113

(US & Canada)

| 6.a Test:

‘ Date L ocation User Value Reason
Feb-10-2021 17:20:35 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Choriogonadotropin Beta PX113
(US & Canada) () (6)

| 6.a Result:

‘ Date L ocation User Value Reason
Feb-10-2021 17:20:35 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NEGATIVE

(US & Canada)

(b) (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1042
Subject No: 10421217
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin
|Date L ocation |User |Value Reason
Feb-10-2021 17:20:54 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [SITE
(US & Canada)
‘ 2. Sample Type
| Date L ocation | User | Value Reason
Feb-10-2021 17:20:54 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [ NASAL_SWAB
(US & Canada)
‘ 3. Sample Collected?
| Date L ocation User Value Reason
Feb-10-2021 17:21:13 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Feb-10-2021 17:20:54 ACVOPFEINFPE000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Feb-10-2021 17:20:54 ACVOPFEINFP6000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES
(US & Canada) (b) (6 Date of Collection:
Feb/10/2021
| 5a
‘ Date L ocation User Value Reason
Feb-10-2021 17:21:13 ACVOPFEINFP6000 | (D) (4), (B) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Sample1D: BRDS1P
(US & Canada)
| 5.a Sample D
‘Date ‘Location |User |VaJue |Reason
Feb-12-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Clo | Auto closed by

*** Confidential***
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 22-Apr-2020 21:03
Site No: 1042

Subject No: 10421217

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1042) HealthFirst Medical Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

14:38:15 (b) (4) sed Validation Check:

(UTC-06:00) VC_BEETRKO001_06

Central Time

(US & Canada)

Feb-12-2021 ACVOPFEINFPE000 () (4), (b) (6) Query 1: An | Original valueis

11:17:49 swered correct

(UTC-06:00)

Central Time

(US & Canada)

Feb-11-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW7226233;The

01:14:56 (b) (4) ened barcode BRD81Pis

(UTC-06:00) recorded for two

Central Time subjects 10421217,

(US & Canada) and 10421260, please
review and update as
appropriate.

Feb-10-2021 ACVOPFEINFP6000 () (4), (b) (6) Data Entry: | Initial Entry

17:21:13 BRD81P

(UTC-06:00)

Central Time

(US & Canada)

Page 668 of 672

*** Confidential***
FDA-CBER-2021-5683-0908861




090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified
Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Was there a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Feb-10-2021 17:21:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO
(US & Canada) (b) (&

| 2. Treatment Name

‘Date L ocation ’User |Value Reason
Feb-10-2021 17:21:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | BNT162b2
(US & Canada)

’ 3. Formulation:

‘ Date L ocation ’ User | Value Reason
Feb-10-2021 17:21:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |INJECTION
(US & Canada)

‘ 4. Dose Date Time:

‘ Date L ocation User Value Reason
Feb-10-2021 17:21:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Feb/10/2021 16:22
(US & Canada) b) (&

‘ 5. Anatomical Location:

| Date L ocation | User | Value Reason
Feb-10-2021 17:21:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE

(US & Canada)

‘ 6. Body Side:

| Date L ocation User Value Reason
Feb-10-2021 17:21:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF RIGHT

(US & Canada) (b) (6

‘ 7. Route:
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified
SiteNo: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

‘ Date L ocation ’ User |Value Reason
Feb-10-2021 17:21:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INTRAMUSCULAR
(US & Canada)

| 8. Actual Dose:

‘ Date L ocation ’ User |Value Reason
Feb-10-2021 17:21:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) [30.0
(US & Canada)

| 9. Unit:

‘ Date L ocation ’ User |Value Reason
Feb-10-2021 17:21:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |ug
(US & Canada)

‘ 10. Timeframe Subject Was Observed

‘ Date L ocation ’ User | Value Reason
Feb-10-2021 17:21:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central 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-10-2021 17:21:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, YES
(US & Canada) () (6)
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090177e196ae3e43\Final\Final On: 01-Apr-2021 04:50 (GMT)

Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1042 Site Name: (1042) HealthFirst Medical Group
Subject No: 10421217 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Subject Status
|Date L ocation |User |Value Reason
Nov-03-2020 09:37:15 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | FOLLOW-UP

(US & Canada)

Sep-11-2020 11:41:06 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ENROLLED/RANDOMIZED

(US & Canada)

Sep-11-2020 11:31:08 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENED

(US & Canada)

‘ 2. Subject Status Date

‘ Date L ocation | User ‘ Value Reason
Nov-03-2020 09:37:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Oct/27/2020
(US & Canada)

Sep-11-2020 11:41:06 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sep/10/2020

(US & Canada)

Sep-11-2020 11:31:08 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sep/10/2020

(US & Canada)
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Header Text: c4591001

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

Site No: 1042

Subject No: 10421217

Generated By:  (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1042) HealthFirst Medical Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

| 1. Casebook Signature

| Date L ocation User Value Reason
Nov-02-2020 15:43:39 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

Click Here to Enable
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