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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Cohort Selection

3 option is equivalent to PHASE 2/3.

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE

*** Confidential***

1. | Select appropriate response - 08 SEP 2020
Protocol version
2. | Select appropriate response - What STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
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/21/2020

Page 2 of 546
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [10471252]
2. |Birth Date: (b) (6) 1957
3. | Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): WHITE
6. | Racia Designation:
Page 3 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/21/2020
2. | Erroneous Visit
Page 4 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Form Comments

Inclusion Criteria Not Met

1 Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion CriteriaMet

2. Description of Exclusion Criterion | Not Applicable

Met
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Sep/21/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

eCRF Audit Trail History

Medical History Details

la

Line/MH Number:

(1]

Disease/Syndrome/Surgery [diabetes typell]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2010
Ongoing: YES

1b

Line/MH Number:

(2]

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

[atrial fibrillation]

Start Date: UNK/UNK/2012
Ongoing: YES
1¢ || Line/MH Number: [3]
Disease/Syndrome/Surgery [gallstones]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: NO
End Date:
UNK/UNK/2010

1d

Line/MH Number:

(4]

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

[torn rotator cuff (right)]

Start Date: UNK/UNK/2010
Ongoing: NO
End Date;
UNK/UNK/2010
Page 7 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

le

Line/MH Number:

(5]

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

[bilateral broken ankles)

Start Date: UNK/UNK/2010
Ongoing: NO
End Date;
UNK/UNK/2010

1f

Line/MH Number:

6]

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

[ace inhibitor alergy]

Start Date: UNK/UNK/2015
Ongoing: YES
19| LineMH Number: (7
Disease/Syndrome/Surgery [cholecystectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: NO
End Date:
UNK/UNK/2010

1h

Line/MH Number:

(8]

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

[rotator cuff repair (right)]

Start Date: UNK/UNK/2010
Ongoing: NO
End Date:
UNK/UNK/2010
Page 8 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Li Line/MH Number:

(9]

Disease/Syndrome/Surgery [left knee replacement]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2015
Ongoing: NO
End Date;
UNK/UNK/2015
Lj || Line/MH Number: [10]

*** Confidential***

Disease/Syndrome/Surgery [bilateral fused ankles]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: NO
End Date;
UNK/UNK/2010
Page 9 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:57
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: HIV STATUS

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

HIV Status

1. | Select appropriate response - What is
the subject HIV status?

The subject is NOT known to be HIV POSITIVE

Page 10 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS- BASELINE

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs

1. | Date: Sep/21/2020
2. | Weight: [245.0]

3. | Unit: LB

4. | Height: [73.0]

5. | Unit: in

6. | Body Mass Index: [32.3]

Vital Signs Details

7a|| Record Identifier: 1
Temperature: [97.5]
Unit: F
Temperature Location: FOREHEAD
Page 11 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Disposition
1. | Randomization Date : Sep/21/2020
2. | Randomization Number: [262745]
3. | Randomization Group: [
Page 12 of 546

*** Confidential***
FDA-CBER-2021-5683-0912419




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES

Date of Collection:

Sep/21/2020
4. | If no sample was collected or sample |[]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa || sample D [BM950F]
5b || sample D [BM950G]
5 || sample 1D [BMO50H]
5d || sample 1D [BKSYTL]
5€ || sample D [BK8YTM]
Page 13 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/21/2020
4. | If no sample was collected or sample |[]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample1D [BM94ZF]
Page 14 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
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/21/2020 14:10
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 15 of 546
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
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 546
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Nov/13/2020
2. | Erroneous Visit
Page 17 of 546
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs
1. | Date: Nov/13/2020

Vital Signs Details
2.2 || Record Identifier: 1

Temperature: [97.5]

Unit: F

Temperature Location: FOREHEAD

Page 18 of 546
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/13/2020
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|| sample1D [BPSXTZ]
Page 19 of 546
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Form Comments

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of Not Applicable Comments
vaccination?
2. | Treatment Name Not Applicable Comments
[]
3. | Formulation: Not Applicable Comments
4. | Dose Date Time: Not Applicable Comments
1
5. | Anatomical Location: Not Applicable Comments
6. | Body Side: Not Applicable Comments
7. | Route: Not Applicable Comments
8. | Actua Dose: Not Applicable Comments
[]
9. | Unit: Not Applicable Comments
10. | Timeframe Subject Was Observed Not Applicable Comments
11. | Was the subject observed for at least | Not Applicable Comments
the protocol specified observation
period after investigational product
administration?
Page 20 of 546
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Dec/11/2020
2. | Erroneous Visit
Page 21 of 546
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/11/2020
4. | If no sample was collected or sample |[]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa || sample D [BJYB47]
5b || sample D [BPSY 40]
5 || sample 1D [BPSY3Z]
5d || sample 1D [BPSY3Y]
Page 22 of 546
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Header Text: c4591001

Oct/14/2020

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit

1. | Date of Visit Oct/14/2020

2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 llIness Visit: COVID_A
Page 23 of 546
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Oct/14/2020

Form Version: 10-Oct-2020 16:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Signsand Symptoms
1. | Date of Assessment: Oct/14/2020
2. | Date of First Symptom Started: Oct/12/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/15/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? YES
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES
4d || symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? YES
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
Page 24 of 546
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5:a || symptoms - Other Text:

[Headache]

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

4 Date of Collecti | Specimen Ty | Specimen C_ollectlon Loca | Assay Codt_a and Descrip Device Type | Form Instance
on pe tion tion
1. | Not Applicable | Not Applicabl | Not Applicable Not Applicable Not Applicab Repesating
e le Pages
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Header Text: c4591001

Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

*** Confidential***

1. | Actua Date of Collection: Not Applicable Comments
I
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/Findings/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 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Oct/14/2020

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Oct/14/2020
4. | If no sample was collected or sample |[ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa || sample D [CV46611]
Page 28 of 546
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Oct/14/2020

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
Sample Type NASAL_SWAB
NO

2
3. | Sample Collected?
4

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

[no office visit]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:59
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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 Hedlthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: YES
Number of Visits or Contacts:
(1]
le 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: NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts: NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:

(1]

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

[Covid Test Center/Regional hospital]

Health Care Utilization

3. | Has the subject been hospitalized due | YES
to potential COVID-19 iliness? Has the subject been in intensive care due to potential COVID-19 illness?
NO
Page 30 of 546
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

# Hospitalization Category Hospitalization Term Admission Date | Ongoing Form Instance
1. |HOSPITALIZATION STATUS HOSPITAL Oct/16/2020 YES Repeating Pages
Page 31 of 546
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS

Oct/14/2020

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: HOSPITAL
3. | Admission Date; Oct/16/2020
4. | Ongoing? YES
Page 32 of 546
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

Treatment Id | Con Non-Drug Treatment Start D | Form Instanc
# - - Treatment Treatment
entifier s Pre-specified ate e
11 YES HIGH FLOW OXYGE |HIGH FLOW OXYGE |Oct/16/2 | Repeating
N THERAPY N THERAPY 020 Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT

Oct/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Respiratory Treatment

1. | What isthe treatment Identifier? [1]
2. | Concomitant Non-drug Treatment YES

Pre-specified:
3. | Treatment: HIGH FLOW OXY GEN THERAPY
4. | Treatment: [HIGH FLOW OXYGEN THERAPY]
5. | Start Date: Oct/16/2020
6. | Ongoing? YES

Page 34 of 546
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Oct/14/2020

Form Version: 06-Jul-2020 21:52
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis:
[Covid-19]

Date of Diagnosis:
Oct/14/2020

3. | Toxicity Grade:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1047) Medical Affiliated Research Center
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

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE
Oct/14/2020

Form Version: 17-Jul-2020 21:55
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:51
Site No: 1047
Subject No: 10471252

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Category for Collecti | Specim Form Instan
# Lab Test Vendor Name on Date: | en Type Lab Result ce
1. | CLINICAL C | Huntsville Hospital 101 Siv | Oct/17/2 | BLOOD Sponsor -Defi Repeating
HEMISTRY |ley Ave Huntsville Alabam | 020 ned I dentifie Test: Res Pages
a ' ult:
r
329 C Reactive Protei | 1.1
n_PX329
30 Alanine Aminotr |30
ansferase PX30
28 Aspartate Amino |52
transferase_PX2
8
35 Alkaline Phospha | 73
tase PX35
21 Bilirubin_PX21 |0.4
47 Blood Urea Nitro |30
gen_PX47
48 Creatinine_PX48 | 1.3
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Form Version: 10-Oct-2020 15:58
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Collecti | Specim
Category fo Form Insta
# r Lab Test Vendor Name on F)ate en Zyp Lab Result nce
2. |CLINICAL | Huntsville Hospital Systems 10 | Oct/16/ |BLOO Sponsor -Def Repeating
CHEMISTR |1 Sivley Avenue Huntsville, Al | 2020 D ined | dentifi Test: Res Pages
Y abama or ult:
329 C Resactive Prot [ ]
ein_PX329
30 Alanine Aminot |[ ]
ransferase PX3
0
28 Aspartate Amin |[ ]
otransferase PX
28
35 Alkaline Phosph |[ ]
atase PX35
21 Bilirubin_PX21 |[]
47 Blood Urea Nitr | 28
ogen_PX47
48 Creatinine_PX4 (1.3
8
3. |CLINICAL |[] Oct/18/ | BLOO Sponsor -Def Repesting
CHEMISTR 2020 |D ined | dentifi Test: Res| | Peges
Y o ' ult:
329 C Reactive Prot [ ]
ein_PX329
30 Alanine Aminot |38
ransferase PX3
0
28 Aspartate Amin |20
otransferase PX
28
35 Alkaline Phosph | 72
atase PX35
21 Bilirubin_PX21 |0.3
a7 Blood Urea Nitr | 24
ogen_PX47
48 Creatinine PX4 | 1.0
8
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Collecti | Specim
Category fo Form Insta
# r Lab Test Vendor Name on F)ate en Zyp Lab Result nce
4. | CLINICAL | Huntsville Hospital Systems 10 | Oct/19/ | BLOO Sponsor -Def Repeating
CHEMISTR |1 Sivley Avenue 2020 |D ined | dentifi Test: Res Pages
Y Huntsville, Alabama o ult:
329 C Resactive Prot [ ]
ein_PX329
30 Alanine Aminot |31
ransferase PX3
0
28 Aspartate Amin |17
otransferase PX
28
35 Alkaine Phosph | 67
atase PX35
21 Bilirubin_PX21 (0.3
47 Blood Urea Nitr | 29
ogen_PX47
48 Creatinine_PX4 (0.8
8
5. | CLINICAL | Huntsville Hospital 101 Sivley | Oct/23/ |BLOO Sponsor -Def Repeating
CHEMISTR | Huntsville AL 35801 2020 D ined | dentifi Test: Res Pages
Y o ' ult:
329 C Reactive Prot [ ]
ein_PX329
30 Alanine Aminot |33
ransferase PX3
0
28 Aspartate Amin |21
otransferase PX
28
35 Alkaline Phosph | 65
atase PX35
21 Bilirubin_PX21 |.3
a7 Blood Urea Nitr | 25
ogen_PX47
48 Creatinine_PX4 (0.9
8
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 15-Sep-2020 21:51

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

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

Back to Form

eCRF Audit Trail History

Form Audit Trail

Lab Chemistry Details

*** Confidential***

1. | Lab Pand: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Huntsville Hospital 101 Sivley Ave Huntsville Alabama]
3. | Collection Date: Oct/17/2020
4. | Specimen Type: BLOOD
Lab Result
S:a || sponsor 1D: [329]
Test: C Reactive Protein_PX329
Result: [1.2]
Not Done:
LNMT Low
[<0.5]
High
[<0.5]
Unit
mg/L
5b Sponsor ID: [30] Comments
Test: Alanine Aminotransferase_PX30
Result: [30] Comments
Not Done: Comments
LNMT Low Comments
[<39]
High
[<39]
Unit
U/L
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:51
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.C || sponsor 1D: [28] Comments
Test: Aspartate Aminotransferase_PX28
Result: [52] Comments
Not Done: Comments
LNMT Low Comments
[<42]
High
[<42]
Unit
U/L
5d Sponsor ID: [35] Comments
Test: Alkaline Phosphatase PX35
Result: [73] Comments
Not Done: Comments
LNMT Low Comments
[39]
High
[170.4]
Unit
U/L
5-€ || sponsor 1D: [21]
Test: Bilirubin_PX21
Result: [0.4]
Not Done:
LNMT Low
[<1.0]
High
[<1.0]
Unit
mg/dL
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:51
Site No: 1047

Subject No: 10471252

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: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

*** Confidential***

St Sponsor ID: [47]
Test: Blood Urea Nitrogen_PX47
Result: [30]
Not Done:
LNMT Low
(8]
High
(23]
Unit
mg/dL
5.9 || sponsor 1D: [48]
Test: Creatinine_PX48
Result: [1.3]
Not Done:
LNMT Low
[0.7]
High
[1.2]
Unit
mg/dL
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. | Lab Pand: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Huntsville Hospital Systems 101 Sivliey Avenue Huntsville, Alabama]
3. | Collection Date: Oct/16/2020
4. | Specimen Type: BLOOD
Lab Result
5:a || sponsor 1D: [329]
Test: C Reactive Protein_PX329
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5b Sponsor ID: [30]
Test: Alanine Aminotransferase_PX30
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Oct/14/2020
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.C || sponsor 1D: [28]
Test: Aspartate Aminotransferase_PX28
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5€ || sponsor 1D: [21]
Test: Bilirubin_PX21
Result: [
Not Done: NOT DONE
LNMT Low
[
High
[]
Unit
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

St Sponsor ID: [47]
Test: Blood Urea Nitrogen_PX47
Result: [28]
Not Done:
LNMT Low
(8]
High
(23]
Unit
mg/dL
5.9 || sponsor 1D: [48]
Test: Creatinine_PX48
Result: [1.3]
Not Done:
LNMT Low
[0.7]
High
[1.2]
Unit
mg/dL
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

*** Confidential***

1. | Lab Pand: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [
3. | Collection Date: Oct/18/2020
4. | Specimen Type: BLOOD
Lab Result
5:a || sponsor 1D: [329]
Test: C Reactive Protein_PX329
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5b Sponsor ID: [30] Comments
Test: Alanine Aminotransferase_PX30
Result: [38] Comments
Not Done: Comments
LNMT Low Comments
[<42]
High
[<42)]
Unit
U/L
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.C || sponsor 1D: [28] Comments
Test: Aspartate Aminotransferase_PX28
Result: [20] Comments
Not Done: Comments
LNMT Low Comments
[<39]
High
[<39]
Unit
U/L
5d Sponsor ID: [35] Comments
Test: Alkaline Phosphatase PX35
Result: [72] Comments
Not Done: Comments
LNMT Low Comments
[39]
High
[117]
Unit
U/L
5-€ || sponsor 1D: [21]
Test: Bilirubin_PX21
Result: [0.3]
Not Done:
LNMT Low
[<1.0]
High
[<1.0]
Unit
mg/dL
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
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: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

*** Confidential***

St Sponsor ID: [47]
Test: Blood Urea Nitrogen_PX47
Result: [24]
Not Done:
LNMT Low
(8]
High
(23]
Unit
mg/dL
5.9 || sponsor 1D: [48]
Test: Creatinine_PX48
Result: [1.0]
Not Done:
LNMT Low
[0.7]
High
[1.2]
Unit
mg/dL
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. | Lab Pand: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Huntsville Hospital Systems 101 Sivley Avenue
Huntsville, Alabama]
3. | Collection Date: Oct/19/2020
4. | Specimen Type: BLOOD
Lab Result
5 || sponsor 1D: [329]
Test: C Reactive Protein_PX329
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5b Sponsor ID: [30] Comments
Test: Alanine Aminotransferase_PX30
Result: [31] Comments
Not Done: Comments
LNMT Low Comments
[<42]
High
[<42]
Unit
U/L
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Oct/14/2020
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.C || sponsor 1D: [28] Comments
Test: Aspartate Aminotransferase_PX28
Result: [17] Comments
Not Done: Comments
LNMT Low Comments
[<39]
High
[<39]
Unit
U/L
5d Sponsor ID: [35] Comments
Test: Alkaline Phosphatase PX35
Result: [67] Comments
Not Done: Comments
LNMT Low Comments
[29]
High
(117]
Unit
U/L
5-€ || sponsor 1D: [21]
Test: Bilirubin_PX21
Result: [0.3]
Not Done:
LNMT Low
[<1.0]
High
[<1.0]
Unit
mg/dL
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

St Sponsor ID: [47]
Test: Blood Urea Nitrogen_PX47
Result: [29]
Not Done:
LNMT Low
(9]
High
(28]
Unit
mg/dL
5.9 || sponsor 1D: [48]
Test: Creatinine_PX48
Result: [0.8]
Not Done:
LNMT Low
[0.7]
High
[1.2]
Unit
mg/dL
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:58

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

eCRF Audit Trail History

Form Audit Trail

Lab Chemistry Details

*** Confidential***

1. | Lab Pand: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Huntsville Hospital 101 Sivley Huntsville AL 35801]
3. | Collection Date: Oct/23/2020
4. | Specimen Type: BLOOD
Lab Result
5:a || sponsor 1D: [329]
Test: C Reactive Protein_PX329
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5b Sponsor ID: [30]
Test: Alanine Aminotransferase_PX30
Result: [33]
Not Done:
LNMT Low
[<42]
High
[<42)]
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Oct/14/2020

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.C || sponsor 1D: [28]
Test: Aspartate Aminotransferase_PX28
Result: [21]
Not Done:
LNMT Low
[<39]
High
[<39]
Unit
U/L
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [65]
Not Done:
LNMT Low
[39]
High
(117]
Unit
U/L
5-€ || sponsor 1D: [21]
Test: Bilirubin_PX21
Result: [.3]
Not Done:
LNMT Low
[<1.0]
High
[<1.0]
Unit
mg/dL
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
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: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

*** Confidential***

St Sponsor ID: [47]
Test: Blood Urea Nitrogen_PX47
Result: [25]
Not Done:
LNMT Low
[22]
High
[29]
Unit
mg/dL
5.9 || sponsor 1D: [48]
Test: Creatinine_PX48
Result: [0.9]
Not Done:
LNMT Low
[0.7]
High
[1.2]
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Category fo Collectio | Specime Form Instan
# r Lab Test Vendor Name (DERIVED) nDate | nType Lab Result ce
1. [HEMATOL | Huntsville Hospital 101 Sivley | Oct/16/2 | BLOOD Sponsor -Defin Res Repesting
OGY Huntsville Alabama 35801 020 ed | dentifier Test: ult: Pages
1 Hemoglobi |15.4
n_PX1
2 Hematocrit |43.7
_PX2
3 Erythrocyte |5.27
s PX3
5 Platelets P | 160
X5
7 Leukocytes |4.63
_PX7
608 Neutrophils [2.94
_PX608
609 Eosinophils | 0.0
_PX609
612 Monocytes_|0.48
PX612
610 Basophils_ |0.0
PX610
611 Lymphocyt |1.21
es PX611
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Site Name: (1047) Medical Affiliated Research Center

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

*** Confidential***

Category fo Callectio | Specime Form Instan
# r Lab Test Vendor Name (DERIVED) n Date: n Type Lab Result ce
2. |HEMATOL | Huntsville Hospital 101 Sivl | Oct/18/20 | BLOOD Sponsor -Defin Res Repesting

OoGY ey Huntsville AL 35801 20 ed I dentifier Testt | e Pages

1 Hemoglobin | 12.9
_PX1

2 Hematocrit_ | 36.7
PX2

3 Erythrocyte |4.34
s PX3

5 Platelets P | 165
X5

7 Leukocytes |4.45
PX7

608 Neutrophils [2.39
_PX608

609 Eosinophils [0.00
_PX609

612 Monocytes | 0.45
PX612

610 Basophils P |0.01
X610

611 Lymphocyte | 1.58
s PX611

3. |HEMATOL | Huntsville Hospital 101 Sivl | Oct/19/20 | BLOOD Sponsor-Defin Res Repeating
OGY ey Huntsville AL 35801 20 ed | dentifier Testt | e Pages

1 Hemoglobin |13.1
_PX1

2 Hematocrit_ | 37.0
PX2

3 Erythrocyte |4.31
s PX3

5 Platelets P | 160
X5

7 Leukocytes | 4.63
PX7

608 Neutrophils [12.5
_PXe08
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Category fo Callectio | Specime Form Instan
# r Lab Test Vendor Name (DERIVED) n Date: n Type Lab Result ce
Sponsor -Defin . Res
ed Identifier | o | ult:
609 Eosinophils |0.00
_PX609
612 Monocytes | 0.48
PX612
610 Basophils P | 0.00
X610
611 Lymphocyte [ 2.94
s PX611
4. |HEMATOL | Huntsville Hospital 101 Sivl | Oct/20/20 | BLOOD Sponsor -Defin Res Repesting
OGY ey Huntsville AL 35801 20 ed I dentifier Test: ult: Pages
1 Hemoglobin | 13.1
_PX1
2 Hematocrit_ [ 37.1
PX2
3 Erythrocyte |4.36
s PX3
5 Platelets P |172
X5
7 Leukocytes |5.80
PX7
608 Neutrophils [3.35
_PX608
609 Eosinophils |0.00
_PX609
612 Monocytes | 0.44
PX612
610 Basophils P |0.02
X610
611 Lymphocyte | 1.86
s PX611
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 15-Sep-2020 21:55

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

eCRF Audit Trail History

Form Audit Trail

Laboratory Data Hematology

*** Confidential***

1. | Lab Pandl: HEMATOLOGY
2. | Laboratory Name and Address [Huntsville Hospital 101 Sivley Huntsville Alabama 35801]
3. | Collection Date: Oct/16/2020
4. | Specimen Type: BLOOD
Lab Result
S:a || sponsor 1D: [1]
Test: Hemoglobin_PX1
Result: [15.4]
Not Done:
LNMT Low
[12.2]
High
[16.7]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX?2
Result: [43.7]
Not Done:
LNMT Low
[38.2]
High
[49.2]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.C || sponsor 1D: [3]
Test: Erythrocytes PX3
Result: [5.27]
Not Done:
LNMT Low
[4.40]
High
[5.50]
Unit
1076/cu mm
5d Sponsor ID: [5] Comments
Test: Platelets PX5
Result: [160] Comments
Not Done: Comments
LNMT Low Comments
[137]
High
[352]
Unit
10"3/uL
5-€ || sponsor 1D: (7] Comments
Test: Leukocytes PX7
Result: [4.63] Comments
Not Done: Comments
LNMT Low Comments
[4.10]
High
[12.20]
Unit
10"3/uL
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/14/2020
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
St Sponsor ID: [608] Comments
Test: Neutrophils_PX608
Result: [2.94] Comments
Not Done: Comments
LNMT Low Comments
[1.50]
High
[7.90]
Unit
10"3/uL
5.9 || sponsor 1D: [609] Comments
Test: Eosinophils_PX609
Result: [0.0] Comments
Not Done: Comments
LNMT Low Comments
[0.00]
High
[0.50]
Unit
10"3/uL
5h Sponsor ID: [612] Comments
Test: Monocytes PX612
Result: [0.48] Comments
Not Done: Comments
LNMT Low Comments
[0.30]
High
[1.10]
Unit
10M3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Si Sponsor ID: [610] Comments

Test: Basophils PX610
Result: [0.0] Comments
Not Done: Comments
LNMT Low Comments

[0.00]

High

[0.01]

Unit

10"3/uL

5] Sponsor ID: [611] Comments

Test: Lymphocytes PX611
Result: [1.21] Comments
Not Done: Comments
LNMT Low Comments

[1.10]

High

[3.40]

Unit

10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy
Oct/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

*** Confidential***

Laboratory Data Hematology
1. | Lab Pand: HEMATOLOGY
2. | Laboratory Name and Address [Huntsville Hospital 101 Sivley Huntsville AL 35801]
3. | Collection Date: Oct/18/2020
4. | Specimen Type: BLOOD
Lab Result
5:a || sponsor 1D: [1
Test: Hemoglobin_PX1
Result: [12.9]
Not Done:
LNMT Low
[12.2]
High
[16.7]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX?2
Result: [36.7]
Not Done:
LNMT Low
[38.2]
High
[49.2]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Oct/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.C || sponsor 1D: [3]
Test: Erythrocytes PX3
Result: [4.34]
Not Done:
LNMT Low
[4.40]
High
[5.50]
Unit
1076/cu mm
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [165]
Not Done:
LNMT Low
[137]
High
[352]
Unit
10"3/uL
5-€ || sponsor 1D: (7]
Test: Leukocytes PX7
Result: [4.45]
Not Done:
LNMT Low
[4.10]
High
[12.20]
Unit
10M6/cu mm
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/14/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5t || sponsor ID: [608]
Test: Neutrophils_PX608
Result: [2.39]
Not Done:
LNMT Low
[1.50]
High
[7.90]
Unit
10"3/uL
5.9 || sponsor 1D: [609]
Test: Eosinophils_PX609
Result: [0.00]
Not Done:
LNMT Low
[0.00]
High
[0.50]
Unit
10"3/uL
5h || sponsor ID: [612]
Test: Monocytes PX612
Result: [0.45]
Not Done:
LNMT Low
[0.30]
High
[1.10]
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Oct/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

51 || sponsor ID: [610]
Test: Basophils PX610
Result: [0.01]
Not Done:
LNMT Low
[0.00]
High
[0.30]
Unit
10"3/uL
5] || sponsor ID: [611]
Test: Lymphocytes PX611
Result: [1.58]
Not Done:
LNMT Low
[1.10]
High
[3.40]
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy
Oct/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

*** Confidential***

Laboratory Data Hematology
1. | Lab Pand: HEMATOLOGY
2. | Laboratory Name and Address [Huntsville Hospital 101 Sivley Huntsville AL 35801]
3. | Collection Date: Oct/19/2020
4. | Specimen Type: BLOOD
Lab Result
5:a || sponsor 1D: [1
Test: Hemoglobin_PX1
Result: [13.]
Not Done:
LNMT Low
[12.2]
High
[16.7]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX?2
Result: [37.0]
Not Done:
LNMT Low
[38.2]
High
[49.2]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Oct/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.C || sponsor 1D: [3]
Test: Erythrocytes PX3
Result: [4.31]
Not Done:
LNMT Low
[4.40]
High
[5.50]
Unit
1076/cu mm
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [160]
Not Done:
LNMT Low
[137]
High
[352]
Unit
10"3/uL
5-€ || sponsor 1D: (7]
Test: Leukocytes PX7
Result: [4.63]
Not Done:
LNMT Low
[4.10]
High
[12.20]
Unit
10"3/uL
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/14/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5t || sponsor ID: [608]
Test: Neutrophils_PX608
Result: [12.5]
Not Done:
LNMT Low
[1.50]
High
[7.90]
Unit
10"3/uL
5.9 || sponsor 1D: [609]
Test: Eosinophils_PX609
Result: [0.00]
Not Done:
LNMT Low
[0.00]
High
[0.50]
Unit
10"3/uL
5h || sponsor ID: [612]
Test: Monocytes PX612
Result: [0.48]
Not Done:
LNMT Low
[0.30]
High
[1.10]
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Oct/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

51 || sponsor ID: [610]
Test: Basophils PX610
Result: [0.00]
Not Done:
LNMT Low
[0.00]
High
[0.30]
Unit
10"3/uL
5] || sponsor ID: [611]
Test: Lymphocytes PX611
Result: [2.94]
Not Done:
LNMT Low
[1.50]
High
[7.90]
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy
Oct/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

*** Confidential***

Laboratory Data Hematology
1. | Lab Pand: HEMATOLOGY
2. | Laboratory Name and Address [Huntsville Hospital 101 Sivley Huntsville AL 35801]
3. | Collection Date: Oct/20/2020
4. | Specimen Type: BLOOD
Lab Result
5:a || sponsor 1D: [1
Test: Hemoglobin_PX1
Result: [13.]
Not Done:
LNMT Low
[12.2]
High
[16.7]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX?2
Result: [37.1]
Not Done:
LNMT Low
[38.2]
High
[49.2]
Unit
1076/cu mm
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Oct/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.C || sponsor 1D: [3]
Test: Erythrocytes PX3
Result: [4.36]
Not Done:
LNMT Low
[4.40]
High
[5.50]
Unit
1076/cu mm
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [172]
Not Done:
LNMT Low
[137]
High
[352]
Unit
10"3/uL
5-€ || sponsor 1D: (7]
Test: Leukocytes PX7
Result: [5.80]
Not Done:
LNMT Low
[4.10]
High
[12.20]
Unit
10"3/uL
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/14/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5t || sponsor ID: [608]
Test: Neutrophils_PX608
Result: [3.35]
Not Done:
LNMT Low
[1.50]
High
[7.90]
Unit
10"3/uL
5.9 || sponsor 1D: [609]
Test: Eosinophils_PX609
Result: [0.00]
Not Done:
LNMT Low
[0.00]
High
[0.50]
Unit
10"3/uL
5h || sponsor ID: [612]
Test: Monocytes PX612
Result: [0.44]
Not Done:
LNMT Low
[0.30]
High
[1.10]
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

Oct/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

51 || sponsor ID: [610]
Test: Basophils PX610
Result: [0.02]
Not Done:
LNMT Low
[0.00]
High
[0.50]
Unit
10"3/uL
5] || sponsor ID: [611]
Test: Lymphocytes PX611
Result: [1.86]
Not Done:
LNMT Low
[1.10]
High
[3.40]
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:52
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VITAL SIGNS- COVID

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

*** Confidential***

# Date: Vital Signs Details Form Instance
1. | Oct/18/2020 Record | dentifier: Systalic: Diastolic: Repeating Pages
1 130 72
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS- COVID
Oct/14/2020

Form Version: 15-Sep-2020 21:52

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Vital Signs
1. | Date: Oct/18/2020

Vital Signs Details

2 || Record Identifier: 1
Systalic: [130] Comments
Diastolic: [72] Comments
Respiratory Ratein Not Done Comments
respirationg/minute:

[]
Heart Rate in beats/minute: [47] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:54
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

# Date: Vital Signs Details Form Instance
1 | Oct/16/2020 Record | dentifier: Oxygen Saturation Repeating Pages
1 80.0
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:04
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Date: Vital Signs Details Form Instance
2. | Oct/19/2020 Record | dentifier: Oxygen Saturation Repeating Pages
1 95.0
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:54
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

*** Confidential***

Vital Signs
1. | Date: Oct/16/2020
Vital Signs Details
22 || Record Identifier: 1
SPO2 Pulse Oximetry % [80.0]
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 16:04
Site No: 1047

Subject No: 10471252
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs
1. | Date: Oct/19/2020
Vital Signs Details
2:a|| Record Identifier: 1
SPO2 Pulse Oximetry % [95.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1047) Medical Affiliated Research Center
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

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS
Oct/14/2020

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: i

2. | Arteria Blood Gases PaO2 (mmHg):

—

]

3. | FiO2 (Fraction of Inhaled Oxygen):

—

]

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:55
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

*** Confidential***

4 Sponsor-Defined I de | Category for Medi | Concomitant Medications Pre | Name of Medic | Start D | Form Instanc
ntifier cation -specified ation ate e
1. Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Oct/14/2020

Form Version: 06-Jul-2020 21:55
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
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 name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

Start Date:

1

Ongoing?
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Site No: 1047

Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53

Subject No: 10471252

Form: IMAGING

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

Lungs: Multifocal ground glass opacities scattered throughout the lungs b
ilaterally. No Pleura effusions. Extensive coronary atherosclerotic classifi
cations. Normal thickness of the Pericardium.

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Dateof | Location | Imagin Form Insta
# | Assessm | of Assess | g Meth Overall Assessment nce
ent ment od
1. [ Oct/16/2 | CHEST CT SC | ABNORMAL Repesting
020 AN If abnormal, specify findings: Pages

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: IMAGING

Oct/14/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Oct/16/2020
2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: CT SCAN

4. | Assessment: ABNORMAL

If abnormal, specify findings:

[Lungs: Multifocal ground glass opacities scattered throughout the lungs
bilaterally. No Pleura effusions. Extensive coronary atherosclerotic classifications.
Normal thickness of the Pericardium.]
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/13/2020

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status. Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/13/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A1l

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/13/2020

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/13/2020
4. | If no sample was collected or sample |[]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa || sample D [BPSXXR]
5b || sample 1D [BPSXXS]
5 || sample 1D [BPSXXT]
5d || sample D [BSHP4R]
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Header Text: c4591001
Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit
Form Version: 10-Oct-2020 15:57
Site No: 1047

Subject No: 10471252
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

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

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New

Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001

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

Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Date of Visit

1. | Date of Visit I

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: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Unplanned Assessments

1. | Assessments
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Header Text: c4591001
Visit: Logs

Site No: 1047
Subject No: 10471252
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

# Category AE | dentifi Adver se Event Start Date IstheAdverse_ Event Still On Form Instance
er going
1. |ADVERSEEVE |1 acute coronary syndr | Sep/25/2020 10: [ NO Repeating
NT ome 43 End Date Time: Pages
Sep/27/2020 UNK:UNK
2. |ADVERSE EVE |2 left bundle branch bl | Sep/25/2020 10: | NO Repeating
NT ock 43 End Date Time: Pages
Sep/27/2020 UNK:UNK
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. | AEID: [1]
3. | Adverse Event: [acute coronary syndrome]
(If possible specify diagnosis, not
individua symptoms)
4. | Start Date Time: Sep/25/2020 10:43
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/27/2020 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? YES
Is this serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
e_><|s§| g hospl tal!z_atl on; Pers! stent or Did this serious event require or prolong hospitalization?
significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medica event (i.e. may o . . . . o .
jeopardize subject and may require ﬁlg this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
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 NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:

[history of diabetes type 2 and atrial fibrillation]
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

*** Confidential***

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020455722]
Pfizer Use Only
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Header Text: c4591001

Visgit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

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:

(2]

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

[left bundle branch block]

4. | Start Date Time:

Sep/25/2020 10:43

5. | Isthe adverse event still ongoing?

NO

End Date Time:
Sep/27/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of

significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may

medical/surgical intervention to
prevent above outcomes).

existing hospitalization; Persistent or

jeopardize subject and may require

NO

8. | Isthis adverse event the result of a

study Medication Error?

error on the Medication Error Log.

If Yes, record the type of medication

NO

9. | Isthisevent related to study
treatment:

NOT RELATED

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

OTHER
If Other, specify:

[history of diabetestype 2 and atrial fibrllation]

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. | Was a Concomitant Medication
given?

YES
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

*** Confidential***

12. | Was aNon-Drug Treatment given? YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?.
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [ ]
Pfizer Use Only
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Header Text: c4591001
Visit: Logs
Form Version: 17-Jul-2020 21:54

Site No: 1047

Subject No: 10471252

Form: MEDICATION ERROR

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Categor | Medication Err | Start Da | Isthemedication error Still On | Study Medication Errors A
# . . Form Instance
y or te going ction
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of []
Medication Error):
3. | Start Date: 1
4. | Isthe medication error still ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication
given?
7. | Was aNon-Drug Treatment given?
8. | Did the Medication Error cause the
subject to be discontinued from the
study?
9. | 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: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

4 Sponsor-Defined | de | Category for Medi | Concomitant Medications Pre | Name of Medic | Start D | Form Instanc
ntifier cation -specified ation ate e
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
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 name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

Date:

1

*** Confidential***
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

4 Sponsor-Defined Id | Category for Med | Concomitant Medications Pr | Name of Medi | Dose Descri | Form Instanc
entifier ication e-specified cation ption e
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Concomitant Medications
1. | What isthe medication identifier? [1
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [1
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. | Dose: [
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: RADIATION TREATMENT

Site Name: (1047) Medical Affiliated Research Center
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

Repesating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Start Date:

1

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: TRANSFUSIONS

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Transfusion Type Date of Transfusion Form Instance
1. Repeating Pages
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

"
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 2155
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DISPOSITION - TREATMENT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation | Oct/12/2020
/Desath :
2. | Phase of Disposition: VACCINATION

3. | Status:

NO LONGER MEETSELIGIBILITY CRITERIA

4. | Specify Status:

[The subject was diagnosed and had symptomatic Covid]

Page 108 of 546
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Header Text: c4591001

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

Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP
Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Vital Signs

1. | Date: /!

Vital Signs Details

2. || Record Identifier:

Temperature: [1

Unit:

Temperature Location:

Page 110 of 546
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

©|lO | N |l w|DN

Unit:

=
©

Timeframe Subject Was Observed

[E
=

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: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
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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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [

*** Confidential***
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

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: Potentia ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Feb/3/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen

Site Name: (1047) Medical Affiliated Research Center
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

Page 116 of 546

*** Confidential***
FDA-CBER-2021-5683-0912523




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: TREATMENT UNBLINDED

Form Status. Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Feb/3/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Withdrawal Of Consent

1. [ Withdrawal of Consent Date : /!
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. || Cause of Death Status:

Cause of Death:

[]

*** Confidential***
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Feb/10/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center
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
Feb/10/2021

*** Confidential***
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Header Text: c4591001
Visit: V101 VAXS3

Form Version: 10-Dec-2020 02:30
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Form Comments

Inclusion Criteria Not Met

1

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

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

*** Confidential***

1. | Date of Completion/Discontinuation | Feb/10/2021
/Desth :
2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
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.
Sa || sample D [BPSYMN]
5b || sample D [BPSYMP]
5 || sample 1D [BPSYMR]
5d || sample 1D [BLB6SH]
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin 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|| sample1D [BRI2J6]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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 15:29
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Mar/1/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/1/2021
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|| sample1D [BRI2MV]
Page 128 of 546

*** Confidential***
FDA-CBER-2021-5683-0912535




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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: Mar/1/2021 14:03
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | 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: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V103_ MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [

*** Confidential***
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [

*** Confidential***
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: V105. MONTH18

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [

*** Confidential***
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
Site No: 1047

Subject No: 10471252

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Disposition - Treatment

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

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252
Generated By:  (b) (4)

Form: SUBJECT STATUS

Form Status. Data Complete, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status DISCONTINUED
2. | Subject Status Date Oct/12/2020
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Header Text: c4591001

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

Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status. Data Complete, Signed, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Here to Enable
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Header Text: c4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Audit Trail
Thisform requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-12-2021 13:19:55 (UTC-06:00) Central BOOK Signed
(b) (6) Time (US & Canada)
Affidavit:
By my dated signature below, I, (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:53
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

Item | Date

User Comment

Form | Sep-21-2020 13:53:56 (UTC-06:00) Central Time | (b) (4), (b) (6) | Not Applicable

(US & Canada)

(b) (4), (b) (6)
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

Item | Date User Comment

Form | Nov-13-2020 14:50:46 (UTC-06:00) Central Time |/ (b) (4), (b) (6) | subject did not receive injection due to testing
(US & Canada) (b) (4), (b) (6) positive for covid 19 in between visit 1 (vax 1)
and visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

1

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

2

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

3

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

4

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

6

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

7

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

8

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

9

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

10

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

11

Nov-13-2020 14:50:46 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

subject did not receive injection due to testing
positive for covid 19 in between visit 1 (vax 1) and
visit 2 (vax 2).

Not Applicable
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Header Text: c4591001

Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
Form | Nov-05-2020 15:09:16 (UTC-06:00) Centra Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) (6) should not be reported on this form
Not Applicable
Form | Nov-05-2020 15:07:25 (UTC-06:00) Centra Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) 6) should not be reported on this form
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

Item | Date User Comment
1 Nov-05-2020 15:09:16 (UTC-06:00) Central Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) (6) should not be reported on this form
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
2 Nov-05-2020 15:09:16 (UTC-06:00) Central Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) (6) should not be reported on this form
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

Item | Date User Comment
3 Nov-05-2020 15:09:16 (UTC-06:00) Central Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) (6) should not be reported on this form
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
4 Nov-05-2020 15:09:16 (UTC-06:00) Central Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) (6) should not be reported on this form
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

Item | Date User Comment
5 Nov-05-2020 15:09:16 (UTC-06:00) Central Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) (6) should not be reported on this form
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
6 Nov-05-2020 15:09:16 (UTC-06:00) Central Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) (6) should not be reported on this form
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

Item | Date User Comment
7 Nov-05-2020 15:09:16 (UTC-06:00) Central Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) (6) should not be reported on this form
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
8 Nov-05-2020 15:09:16 (UTC-06:00) Central Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) (6) should not be reported on this form
Not Applicable
Page 161 of 546

FDA-CBER-2021-5683-0912568




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Oct/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

Item | Date User Comment
9 Nov-05-2020 15:09:16 (UTC-06:00) Central Time | (b) (4), (b) Per Medical monitor the test this subject had
(US & Canada) (6) should not be reported on this form
Not Applicable
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:51
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
5.b | Oct-20-2020 15:21:31 (UTC-06:00) Central Time | (b) (4), (b) normal <42 Enzu?L
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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5.c | Oct-22-2020 12:43:44 (UTC-06:00) Central Time | (b) (4), (b) EnzU/L
(US & Canada) (6)
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item | Date User Comment
5.c | Oct-22-2020 12:43:44 (UTC-06:00) Central Time | (b) (4), (b) EnzU/L
(US & Canada) (6)
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
5.d | Oct-22-2020 12:44:02 (UTC-06:00) Central Time | (b) (4), (b) EnzU/L
(US & Canada) (6)
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item | Date User Comment
5.d | Oct-22-2020 12:44:02 (UTC-06:00) Central Time | (b) (4), (b) EnzU/L
(US & Canada) (6)
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
5.d | Oct-22-2020 12:44:02 (UTC-06:00) Central Time | (b) (4), (b) EnzU/L
(US & Canada) (6)
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item | Date User Comment
5.d | Oct-22-2020 12:44:02 (UTC-06:00) Central Time | (b) (4), (b) EnzU/L
(US & Canada) (6)
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

(US & Canada)

5.d |Oct-21-2020 16:15:24 (UTC-06:00) Central Time |(b) (4), (b) (6)

(b) (4), (b) (6)

X10"3/mcL
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.d |Oct-21-2020 16:15:24 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

(b) (4), (b) (6)

X10"3/mcL
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

(US & Canada)

5.d |Oct-21-2020 16:15:24 (UTC-06:00) Central Time |(b) (4), (b) (6)

(b) (4), (b) (6)

X10"3/mcL

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

5.d |Oct-21-2020 16:15:24 (UTC-06:00) Central Time |(b) (4), (b) (6) X10"3/mcL
(US & Canada) (b) (4), (b) (6)

5.d |Oct-21-2020 16:14:33 (UTC-06:00) Central Time |(b) (4), (b) (6) x10 3/mcL

(US & Canada)

(b) (4), (b) (6)
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
5.e | Oct-23-2020 07:42:22 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item | Date User Comment

5.e | Oct-23-2020 07:42:22 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)

5.e |Oct-21-2020 16:18:31 (UTC-06:00) Central Time |(b) (4), (b) (6) X10"3/mcL

(US & Canada)

(b) (4), (b) (6)
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
5.e | Oct-23-2020 07:42:22 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item | Date User Comment

5.e | Oct-23-2020 07:42:22 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)

5.e |Oct-21-2020 16:19:08 (UTC-06:00) Central Time |(b) (4), (b) (6) 10"3/mcL

(US & Canada)

(b) (4), (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Oct/14/2020 Comments

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
5f | Oct-23-2020 07:42:38 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)
5f | Oct-22-2020 12:15:58 (UTC-06:00) Central Time | (b) (4), (b) units not available in drop down x10"3/mcl
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

5f | Oct-23-2020 07:42:38 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)

5f | Oct-22-2020 12:15:58 (UTC-06:00) Central Time | (b) (4), (b) units not available in drop down x10"3/mcl
(US & Canada) (6)

5f | Oct-21-2020 16:17:47 (UTC-06:00) Central Time |(b) (4), (b) (6) %

(US & Canada)

(b) (4), (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Oct/14/2020 Comments

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
5f | Oct-23-2020 07:42:38 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)
5f | Oct-22-2020 12:15:58 (UTC-06:00) Central Time | (b) (4), (b) units not available in drop down x10"3/mcl
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Oct/14/2020 Comments

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

Item | Date User Comment
5f | Oct-23-2020 07:42:38 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)
5f | Oct-22-2020 12:15:58 (UTC-06:00) Central Time | (b) (4), (b) units not available in drop down x10"3/mcl
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5.9

Oct-23-2020 07:42:57 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b)
(6)

X10"3/mcl

5.9

Oct-21-2020 16:21:34 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

high and low not provided. % only
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5.9

Oct-23-2020 07:42:57 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b)
(6)

X10"3/mcl

5.9 |Oct-21-2020 16:21:34 (UTC-06:00) Central Time |(0)(4); (b) (6) high and low not provided. % only
(US & Canada) (b) (4), (b) (6)
5.9 |Oct-21-2020 16:20:12 (UTC-06:00) Central Time |(b) (4), (b) (6) %

(US & Canada)

(b) (4), (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5.9

Oct-23-2020 07:42:57 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b)
(6)

X10"3/mcl

5.9

Oct-21-2020 16:21:34 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

high and low not provided. % only
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment

5.9 |Oct-23-2020 07:42:57 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)

5.g |Oct-22-2020 12:19:55 (UTC-06:00) Central Time | (b) (4), (b) x10"3/mcl not available in drop down
(US & Canada) (6)

5.9 |Oct-21-2020 16:21:34 (UTC-06:00) Central Time |(b) (4), (b) (6) high and low not provided. % only

(US & Canada)

(b) (4), (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5h

Oct-21-2020 16:26:44 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), () (6)

No normal lab range provided on lab results. %
only.

5h

Oct-21-2020 16:25:49 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4). (b) (6)

No normal lab range provided on lab results. %
only.
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5h

Oct-21-2020 16:26:44 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), () (6)

No normal lab range provided on lab results. %
only.

5.h | Oct-21-2020 16:25:49 (UTC-06:00) Central Time |(b) (4), (b) (6) No normal lab range provided on lab results. %
(US & Canada) (b) (4), (b) (6) only.
5.h | Oct-21-2020 16:25:35 (UTC-06:00) Central Time |(b) (4), (b) (6) No normal lab range provided on lab results. %

(US & Canada)

(b) (4). () (6)

only.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5h

Oct-21-2020 16:26:44 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), () (6)

No normal lab range provided on lab results. %
only.

5h

Oct-21-2020 16:25:49 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4). (b) (6)

No normal lab range provided on lab results. %
only.
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5h

Oct-22-2020 12:24:07 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b)
(6)

X10"3/mcl

5.h | Oct-21-2020 16:26:44 (UTC-06:00) Central Time |(b) (4), (b) (6) No normal lab range provided on lab results. %
(US & Canada) (0) (4), (b) (6) only.
5.h | Oct-21-2020 16:25:49 (UTC-06:00) Central Time |(b) (4), (b) (6) No normal lab range provided on lab results. %

(US & Canada)

(b) (4), (b) (6)

only.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item | Date User Comment
5. | Oct-23-2020 07:41:54 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)
5. | Oct-21-2020 16:26:53 (UTC-06:00) Central Time |(b) (4), (b) (6) No normal lab range provided on lab results. %
(US & Canada) (b) (4), (b) (6) only.
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5.

Oct-23-2020 07:41:54 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b)
(6)

X10"3/mcl

5. | Oct-21-2020 16:26:53 (UTC-06:00) Central Time |(b) (4), (b) (6) No normal lab range provided on lab results. %
(US& Canada) (0) (4), (b) (6) only.
5i | Oct-21-2020 16:23:33 (UTC-06:00) Central Time |(b) (4), (b) (6) No normal lab range provided on lab results. %

(US & Canada)

(b) (4), (b) (6)

only.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item | Date User Comment
5. | Oct-23-2020 07:41:54 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)
5. | Oct-21-2020 16:26:53 (UTC-06:00) Central Time |(b) (4), (b) (6) No normal lab range provided on lab results. %
(US & Canada) (b) (4), (b) (6) only.
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5. | Oct-23-2020 07:41:54 (UTC-06:00) Central Time | (b) (4), (b) X10"3/mcl
(US & Canada) (6)
5i | Oct-22-2020 12:29:22 (UTC-06:00) Central Time || (b) (4), (b) x10"3/mcl
(US & Canada) (6)
5i | Oct-21-2020 16:26:53 (UTC-06:00) Central Time |(b) (4), (b) (6) No normal lab range provided on lab results. %

(US & Canada)

(b) (4), (b) (6)

only.
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

(US & Canada)

5j | Oct-21-2020 16:27:05 (UTC-06:00) Central Time |(b) (4), (b) (6)

(b) (4), (b) (6)

No normal lab range provided on lab results. %
only.

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5,

Oct-21-2020 16:27:05 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), () (6)

No normal lab range provided on lab results. %
only.

5

Oct-21-2020 16:24:39 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4). (b) (6)

No normal lab range provided on lab results. %
only.
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

(US & Canada)

5j | Oct-21-2020 16:27:05 (UTC-06:00) Central Time |(b) (4), (b) (6)

(b) (4), (b) (6)

No normal lab range provided on lab results. %
only.

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5,

Oct-22-2020 12:33:10 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b)
(6)

x10"3/mcl

5

Oct-21-2020 16:27:05 (UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

No normal lab range provided on lab results. %
only.
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:52
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
2.a |Oct-20-2020 16:37:06 (UTC-06:00) Central Time | (b) (4), (b) respiration not recorded
(US & Canada) (6)
2.a |Oct-19-2020 14:53:07 (UTC-06:00) Central Time | (b) (4), (b) respirations not done
(US & Canada) (6)
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:52
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

Item | Date User Comment
2.a |Oct-20-2020 16:37:06 (UTC-06:00) Central Time | (b) (4), (b) respiration not recorded
(US & Canada) (6)
2.a |Oct-19-2020 14:53:07 (UTC-06:00) Central Time | (b) (4), (b) respirations not done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS- COVID - Comments

Oct/14/2020
Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
2.a |Oct-21-2020 09:09:44 (UTC-06:00) Centra Time | (b) (4), (b) respiration not recorded
(US & Canada) (6)
Not Done
2.a |Oct-20-2020 16:37:06 (UTC-06:00) Centra Time | (b) (4), (b) respiration not recorded
(US & Canada) (6)
2.a |Oct-19-2020 14:53:07 (UTC-06:00) Central Time | (b) (4), (b) respirations not done
(US & Canada) (6)
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:52
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

Item | Date User Comment
2.a |Oct-20-2020 16:37:06 (UTC-06:00) Central Time | (b) (4), (b) respiration not recorded
(US & Canada) (6)
2.a |Oct-19-2020 14:53:07 (UTC-06:00) Central Time | (b) (4), (b) respirations not done
(US & Canada) (6)
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Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

Item

Date

User

Comment

Form

Feb-11-2021 14:20:08 (UTC-06:00) Central Time |[(b) (@); (b) (6)

(US & Canada)

(b) (4), (b) (6)

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 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:

e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-12-2021 13:19:55 (UTC-06:00) Central BOOK Signed
(b) (6) Time (US & Canada)
Affidavit:
By my dated signature below, I, (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Feb-04-2021 10:25:01 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures

invalidated

Affidavit:

N/A

(b) (6) Approved Jan-21-2021 09:07:43 (UTC-06:00) Central Time | BOOK Signed
(b) (6) (US & Canada)
Affidavit:
By my dated signature below, |, (b) (6) verify that al case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Dec-11-2020 11:38:29 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Dec-02-2020 13:02:48 (UTC-06:00) Central Time | BOOK Signed
(b) (6) (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, Signed, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Affidavit:

By my dated signature below, |, (b) (6) verify that &l case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Dec-02-2020 08:11:26 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures

invalidated

Affidavit:

N/A

(b) (6) Approved Nov-27-2020 18:37:11 (UTC-06:00) Central BOOK Signed
(b) (6) Time (US & Canada)
Affidavit:
By my dated signature below, |, (b) (6) verify that al case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Nov-19-2020 08:21:22 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures

invalidated

Affidavit:

N/A

(b) (6) Approved Nov-16-2020 15:31:36 (UTC-06:00) Central BOOK Signed
(b) (6) Time (US & Canada)
Affidavit:
By my dated signature below, I, (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:55

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Sep-21-2020 13:53:18 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 08 SEP 2020
(US & Canada) (b) (6)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Sep-21-2020 13:53:18 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), STAGE 3 COHORTS
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Sep-21-2020 13:53:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), OBTAINED
(US & Canada) (b) (6 Date Written Consent Obtained
Sep/21/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1047

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252
Generated By: | (b) (4)

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

Back to Form

1. Subject ID
Date L ocation User Value Reason
Sep-21-2020 13:53:10 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-06:00) Central Time (autocalc) |10471252 previous form
(US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Sep-21-2020 13:53:07 ACVOPFEINFPE000 |autocac |DataEntry: Enrollment Entry
(UTC-06:00) Central Time (autocalc) |(b) (6) 1957
(US & Canada)
3. Sex:
Date L ocation User Value Reason
Sep-21-2020 13:53:36 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), MALE
(US & Canada) (b) (6
4. Ethnicity:
Date L ocation User Value Reason
Sep-21-2020 13:53:36 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NOT HISPANIC OR LATINO(A)
(US & Canada) (b) (6) OR OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Sep-21-2020 13:53:36 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), WHITE
(US & Canada) (b) (6
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-21-2020 13:53:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sep/21/2020
(US & Canada) (b) (6
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: DISPOSITION - SCREENING - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
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-21-2020 13:54:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sep/21/2020

(US & Canada) (b) (6

2. Phase of Disposition:

Date L ocation User Value Reason
Sep-21-2020 13:54:08 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENING

(US & Canada)

3. Status:

Date L ocation User Value Reason
Sep-21-2020 13:54:08 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: 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: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

Back to Form

la
Date L ocation User Value Reason
Sep-22-2020 10:18:00 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 1
(US & Canada) Medical History Te diabetestype|

rm: |

Start Date: UNK/UNK/20

10

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Sep-22-2020 10:18:00 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-22-2020 10:18:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), diabetestypell
(US & Canada) (b) (6)
1l.a Start Date:
Date L ocation User Value Reason
Sep-22-2020 10:18:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2010
(US & Canada) (b) (6
1.a Ongoing:
Date L ocation User Value Reason
Sep-22-2020 10:18:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), YES
(US & Canada) (b) (6
1b
Date L ocation | User | Value Reason
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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

Sep-22-2020 10:18:19 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 2
(US & Canada) Medical History Te atrial fibrillati

rm: on

Start Date: UNK/UNK/20

12

Ongoing: YES
1.bLine/MH Number:
Date L ocation User Value Reason
Sep-22-2020 10:18:19 ACVOPFEINFPE000 |autocac |DataEntry: 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-22-2020 10:18:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), atria fibrillation
(US & Canada) (b) (6)
1.b Start Date:
Date L ocation User Value Reason
Sep-22-2020 10:18:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2012
(US & Canada) (b) (6
1.b Ongoing:
Date L ocation User Value Reason
Sep-22-2020 10:18:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6
1lc
Date L ocation User Value Reason
Sep-22-2020 10:18:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | Ling/MH Number 3
(US & Canada) :

Medical History T gallstones

erm:
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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: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Start Date: UNK/UNK/201
0
Ongoing: NO
End Date:
UNK/UNK/2
010
1.cLine/MH Number:
Date L ocation User Value Reason
Sep-22-2020 10:18:44 ACVOPFEINFP6000 |autocac |DataEntry: 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-22-2020 10:18:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), gallstones
(US & Canada) (b) (6)
1.c Start Date:
Date Location User Value Reason
Sep-22-2020 10:18:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2010
(US & Canada) (b) (6
1.c Ongoing:
Date L ocation User Value Reason
Sep-22-2020 10:18:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b) (6 End Date:
UNK/UNK/2010
1d
Date L ocation User Value Reason
Sep-22-2020 10:19:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Numbe 4
(US & Canada) r:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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

Medical History torn rotator cuff (

Term: right)

Start Date: UNK/UNK/2010

Ongoing: NO

End Date:
UNK/UNK/20
10
1.d Line/MH Number:
Date L ocation User Value Reason
Sep-22-2020 10:19:16 ACVOPFEINFPE000 |autocac |DataEntry: 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-22-2020 10:19:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4), torn rotator cuff (right)
(US & Canada) (b) (6)
1.d Start Date:
Date L ocation User Value Reason
Sep-22-2020 10:19:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2010
(US & Canada) (b) (6)
1.d Ongoing:
Date Location User Value Reason
Sep-22-2020 10:19:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b) (6 End Date:
UNK/UNK/2010
le
Date L ocation User Value Reason
Sep-22-2020 10:19:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | Line/MH Numbe 5
(US & Canada) r:
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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: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Medical History bilateral broken a

Term: nkles

Start Date: UNK/UNK/2010

Ongoing: NO

End Date:
UNK/UNK/20
10
l.eLine/MH Number:
Date L ocation User Value Reason
Sep-22-2020 10:19:37 ACVOPFEINFPE000 |autocac |DataEntry: 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-22-2020 10:19:37 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), bilateral broken ankles
(US & Canada) (b) (6)
1l.e Start Date:
Date L ocation User Value Reason
Sep-22-2020 10:19:37 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2010
(US & Canada) (b) (6)
1.eOngoing:
Date Location User Value Reason
Sep-22-2020 10:19:37 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b) (6 End Date:
UNK/UNK/2010
1f
Date L ocation User Value Reason
Sep-22-2020 10:21:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Line/MH Numbe 6
(US & Canada) (b) (6) i
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

Generated By: | (b) (4)

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

Medical History aceinhibitor al

Term: lergy

Start Date: UNK/UNK/20

15

Ongoing: YES
Sep-22-2020 10:19:55 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) LineMH Numbe 6
(US & Canada) r:

Medical History aceinhibitor al

Term: lergy

Start Date: UNK/UNK/20

15

Ongoing:
1.f Line/MH Number:
Date L ocation User Value Reason
Sep-22-2020 10:19:55 ACVOPFEINFPE000 |autocac |DataEntry: 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-22-2020 10:19:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), ace inhibitor allergy
(US & Canada) (b) (6)
1.f Start Date:
Date L ocation User Value Reason
Sep-22-2020 10:19:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2015
(US & Canada) (b) (6)
1.f Ongoing:
Date L ocation User Value Reason
Sep-22-2020 10:21:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6
19
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

*** Confidential***

FDA-CBER-2021-5683-0912652

Date L ocation User Value Reason
Sep-22-2020 10:21:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number 7
(US & Canada) :

Medical History T cholecystectomy

erm:

Start Date: UNK/UNK/201

0
Ongoing: NO
End Date:
UNK/UNK/2
010
1.gLine/MH Number:
Date L ocation User Value Reason
Sep-22-2020 10:21:33 ACVOPFEINFP6000 |autocac |DataEntry: 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-22-2020 10:21:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), cholecystectomy
(US & Canada) (b) (6)
1.g Start Date:
Date L ocation User Value Reason
Sep-22-2020 10:21:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), UNK/UNK/2010
(US & Canada) (b) (6
1.g Ongoing:
Date L ocation User Value Reason
Sep-22-2020 10:21:33 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b) (6 End Date:
UNK/UNK/2010
Llh
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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

Date L ocation User Value Reason
Sep-22-2020 10:22:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | Line/MH Numb 8
(US & Canada) er:

Medical History rotator cuff repair

Term: (right)

Start Date: UNK/UNK/2010

Ongoing: NO

End Date:
UNK/UNK/20
10
1.h Line/MH Number:
Date L ocation User Value Reason
Sep-22-2020 10:22:08 ACVOPFEINFP6000 |autocac |DataEntry: 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-22-2020 10:22:08 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), rotator cuff repair (right)
(US & Canada) (b) (6)
1.h Start Date:
Date L ocation User Value Reason
Sep-22-2020 10:22:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), UNK/UNK/2010
(US & Canada) (b) (6)
1.h Ongoing:
Date L ocation User Value Reason
Sep-22-2020 10:22:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) () (6 End Date:
UNK/UNK/2010
li
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

*** Confidential***

FDA-CBER-2021-5683-0912654

Date L ocation User Value Reason
Sep-22-2020 10:22:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Numbe 9
(US & Canada) r

Medical History left kneereplace

Term: ment

Start Date: UNK/UNK/2015

Ongoing: NO

End Date:
UNK/UNK/2
015
Li Line/MH Number:
Date L ocation User Value Reason
Sep-22-2020 10:22:37 ACVOPFEINFP6000 |autocac |DataEntry: 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-22-2020 10:22:37 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), left knee replacement
(US & Canada) (b) (6)
1.i Start Date:
Date L ocation User Value Reason
Sep-22-2020 10:22:37 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), UNK/UNK/2015
(US & Canada) (b) (6)
1.i Ongoing:
Date L ocation User Value Reason
Sep-22-2020 10:22:37 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) () (6 End Date:
UNK/UNK/2015
1j
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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

Date L ocation User Value Reason
Sep-22-2020 10:23:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number 10
(US & Canada) :

Medical History T bilateral fused an

erm: kles

Start Date: UNK/UNK/2010

Ongoing: NO

End Date:
UNK/UNK/2
010
1j Line/MH Number:
Date L ocation User Value Reason
Sep-22-2020 10:23:18 ACVOPFEINFP6000 |autocac |DataEntry: 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-22-2020 10:23:18 ACVOPFEINFPE000 (I (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), bilateral fused ankles
(US & Canada) (b) (6)
1) Start Date:
Date L ocation User Value Reason
Sep-22-2020 10:23:18 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), UNK/UNK/2010
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

1,j Ongoing:
Date L ocation User Value Reason
Sep-22-2020 10:23:18 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6 End Date:
UNK/UNK/2010
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

1. Select appropriate response - What is the subject HIV status?

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Date L ocation User Value Reason
Sep-22-2020 10:17:41 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), The subject is NOT known to be Hi
(US & Canada) (b) (6) V POSITIVE
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sep/21/2020
(US & Canada) (b) (6
2. Weight:
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 245.0
(US & Canada) (b) (6)
3. Unit:
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), LB
(US & Canada) (b) (6
4. Height:
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 73.0
(US & Canada) (b) (6)
5. Unit:
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), in
(US & Canada) (b) (6
6. Body Mass I ndex:
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |32.3
(US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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

7.a
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Record Identifier:: 1
(US& Canada) BN Temperature: 97.5

TemperatureUnit: F

Temperature Locatio FOREHEA

n:: D
7.a Record | dentifier:
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 1
(US & Canada) (b) (6
7.a Temperature:
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 97.5
(US & Canada) (b) (6
7.aUnit:
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), F
(US & Canada) (b) (6
7.a Temperature Location:
Date L ocation User Value Reason
Sep-22-2020 10:17:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), FOREHEAD
(US & Canada) (b) (6
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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

Back to Form

1. Randomization Date :

*** Confidential***

Date L ocation User Value Reason
Sep-21-2020 13:54:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sep/21/2020
(US & Canada) (b) (6
2. Randomization Number:
Date L ocation User Value Reason
Sep-21-2020 13:54:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 262745
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-22-2020 13:56:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-22-2020 13:56:47 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-22-2020 13:56:59 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Sep-22-2020 13:56:47 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Sep-22-2020 13:56:47 ACVOPFEINFPE000 |(0) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (4), (b) (6) | YES
(US & Canada) Date of Collection:
Sep/21/2020
5a
Date L ocation User Value Reason
Sep-22-2020 13:56:59 ACVOPFEINFPG000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (). (b) (6) | sample|D: BM950F
(US & Canada)
5.a Sample D
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

Date L ocation User Value Reason
Sep-22-2020 13:56:59 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (4), (b) (6) | BM950F

(US & Canada)

5.b

Date L ocation User Value Reason
Sep-22-2020 13:57:09 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (4). (b) (6) | sampleD: BM950G

(US & Canada)

5.b Sample ID

Date L ocation User Value Reason
Sep-22-2020 13:57:09 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (4), (b) (6) | BM950G

(US & Canada)

5.c

Date L ocation User Value Reason
Sep-22-2020 13:57:25 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (). (b) (6) | sample!D: BM950H

(US & Canada)

5.c Sample 1D

Date Location User Value Reason
Sep-22-2020 13:57:25 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (4), (b) (6) | BM950H

(US & Canada)

5d

Date L ocation User Value Reason
Sep-22-2020 13:57:34 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) (6)

Sample|D: BK8YTL
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

5.d Sample ID

Date L ocation User Value Reason
Sep-22-2020 13:57:34 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (4), (b) (6) | BK8YTL

(US & Canada)

5e

Date L ocation User Value Reason
Sep-22-2020 13:57:43 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (). (b) (6) | sample|D: BK8YTM

(US & Canada)

5.eSample D

Date L ocation User Value Reason
Sep-22-2020 13:57:43 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (4), (b) (6) | BKBYTM

(US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-22-2020 13:56:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-22-2020 13:56:18 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-22-2020 13:56:24 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Sep-22-2020 13:56:18 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Sep-22-2020 13:56:18 ACVOPFEINFPE000 |(0) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (4), (b) (6) | YES
(US & Canada) Date of Collection:
Sep/21/2020
5a
Date L ocation User Value Reason
Sep-22-2020 13:56:24 ACVOPFEINFPG000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (4). (b) (6) | sample ID: BM94zZF
(US & Canada)
5.a Sample D
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Header Text: c4591001

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Sep-22-2020 13:56:24 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (4), (b) (6) | BM94ZF
(US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
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-22-2020 10:16:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6
2. Treatment Name
Date L ocation User Value Reason
Sep-22-2020 10:16:51 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY
(US & Canada)
3. Formulation:
Date L ocation User Value Reason
Sep-22-2020 10:16:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | INJECTION
(US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Sep-22-2020 10:16:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sep/21/2020 14:10
(US & Canada) (b) (6)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-22-2020 10:16:51 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date L ocation User Value Reason
Sep-22-2020 10:16:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), LEFT
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

7. Route:

Date L ocation User Value Reason
Sep-22-2020 10:16:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-22-2020 10:16:51 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | THE PROTOCOL SPECIFIED OBS

(US & Canada) ERVATION PERIOD

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

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Date L ocation User Value Reason
Sep-22-2020 10:16:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), YES
(US & Canada) (b) (6)

Page 260 of 546

*** Confidential***
FDA-CBER-2021-5683-0912667




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

Generated By: | (b) (4) 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-21-2020 13:54:18 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO - REACTOGENICITY E-DIA
(US & Canada) (b) (6) RY NOT COLLECTED FOR THIS
SUBJECT
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1047

Subject No: 10471252

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-15-2020 12:01:10 ACVOPFEINFP6000 | Steven Finegan | Query 1: Closed Response satisfies

(UTC-06:00) Central Prod query

Time (US & Canada) (b) (4)

Nov-15-2020 10:56:20 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered Patient out of

(UTC-06:00) Central (b) (4), (b) (6) window due to

Time (US & Canada) Covid llIness.

Nov-14-2020 00:15:35 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened PDQ: DOV ét this

(UTC-06:00) Central visitisout of

Time (US & Canada) window (30 day)
from DOV (21/Sep
/2020) at
V1D1VXI1L. Please
either update DOV
or confirm whether
visitis out of
window dueto
temporary delay of
vaccination/ else
provide details as
appropriate.

Nov-13-2020 13:59:36 ACVOPFEINFPE000 |- (b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Nov/13/2020

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

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1047

Subject No: 10471252

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

Generated By: | (b) (4)

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

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0912670

1. Date:
Date L ocation User Value Reason
Nov-13-2020 14:48:40 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Nov/13/2020
(US & Canada) (b) (6
2a
Date L ocation User Value Reason
Nov-13-2020 14:48:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Record Identifier:: 1
(US & Canada) (b) (6) Temperature: 97.5

TemperatureUnit: F

Temperature L ocatio FOREHEA

n:: D
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-13-2020 14:48:40 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 1
(US & Canada) (b) (6
2.a Temperature:
Date L ocation User Value Reason
Nov-13-2020 14:48:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 975
(US & Canada) (b) (6
2.a Unit:
Date L ocation User Value Reason
Nov-13-2020 14:48:40 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), F
(US & Canada) (b) (6
2.a Temperature Location:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2 VAX2_L

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Nov-13-2020 14:48:40 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), FOREHEAD
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2_ VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-13-2020 13:59:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-13-2020 13:59:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Nov-13-2020 13:59:58 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Nov-13-2020 13:59:48 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Nov-13-2020 13:59:48 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), YES
(US & Canada) (b) (6 Date of Collection:
Nov/13/2020
5.a
Date L ocation User Value Reason
Nov-13-2020 13:59:58 ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample |D: BPSXTZ
(US & Canada) (b) (6
5.a Sample D
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Header Text: c4591001

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

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: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Nov-13-2020 13:59:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BPSXTZ
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) (b) (6

2. Treatment Name

Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) (6)

3. Formulation:

Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) (6

4, Dose Date Time:

Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) (6)

5. Anatomical Location:

Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6
6. Body Side:
Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:04

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

7. Route:

Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) (b) (6

8. Actual Dose:

Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) (6

9. Unit:

Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) (6

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) (6)

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

Date L ocation User Value Reason
Nov-13-2020 14:50:46 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

1. Date of Visit
Date Location User Value Reason
Dec-11-2020 11:38:29 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4), Dec/11/2020
(US & Canada) (b) (6
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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 11:39:05 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-11-2020 11:39:05 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Dec-11-2020 11:39:25 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Dec-11-2020 11:39:05 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Dec-11-2020 11:39:05 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6 Date of Collection:
Dec/11/2020
5.a
Date L ocation User Value Reason
Dec-11-2020 11:39:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sample | D: BJYB47
(US & Canada) (b) (6
5.a Sample D
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date L ocation User Value Reason
Dec-11-2020 11:39:25 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BJYB47
(US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Dec-11-2020 11:39:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample | D: BPSY40
(US & Canada) (b) (6
5.b Sample ID
Date L ocation User Value Reason
Dec-11-2020 11:39:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BPSY 40
(US & Canada) (b) (6
5.c
Date L ocation User Value Reason
Dec-11-2020 11:39:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample | D: BPSY3Z
(US & Canada) (b) (6
5.c Sample 1D
Date L ocation User Value Reason
Dec-11-2020 11:39:44 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BPSY3z
(US & Canada) (b) (6
5.d
Date L ocation User Value Reason
Dec-11-2020 11:39:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample | D: BPSY3Y
(US & Canada) (b) (6
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Header Text: c4591001
Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.d Sample ID
Date L ocation User Value Reason
Dec-11-2020 11:39:54 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BPSY3Y
(US & Canada) (b) (6
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Oct/14/2020

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 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

Oct-15-2020 09:56:15 ACVOPFEINFPE000 |autoquery |Query 1: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Oct-15-2020 09:48:52 ACVOPFEINFPE000 |autoquery |Query 2: Deleted Close Auto Query

(UTC-06:00) Centra Time (autoquery)

(US & Canada)

Oct-15-2020 09:47:48 ACVOPFEINFPE000 |autoquery | Query 2: Candidate Date of Visitis

(UTC-06:00) Central Time (autoquery) completed but Date

(US & Canada) of Assessment in the
Signs and Symptoms

form is missing.
Please review and

update as appropriate.
Oct-15-2020 09:47:48 ACVOPFEINFP6000 |autoquery | Query 1: Candidate Date of Visitis
(UTC-06:00) Central Time (autoquery) completed but Date
(US & Canada) of Coallection in both

Nasal Swab Self and

Nasal Swab are

missing. Please
review and update as

appropriate.

Oct-15-2020 09:47:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Oct/14/2020
(US & Canada) (b)

(6)
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Oct-15-2020 09:47:48 ACVOPFEINFP6000 |autocalc |DataEntry: 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 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Oct/14/2020

Form Version: 10-Oct-2020 16:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1047) Medical Affiliated Research Center

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), Oct/14/2020
(US & Canada) (b)
(6)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Oct/12/2020
(US & Canada) (b)
(6)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Feb-18-2021 14:30:41 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Feb-18-2021 08:53:30 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Feb-18-2021 08:53:30 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-06:00) Central 6) NO
Time (US & Canada) Date of Last Symptom Resolved:
Nov/15/2020
Feb-15-2021 05:44:28 ACVOPFEINFPE000 | (b) (4), Query 1: Opened DM Query: Please
(UTC-06:00) Central (b) (6) confirm the
Time (US & Canada) symptoms are still
ongoing for this
COVID llness. If dll
symptoms for this
illness are resolved;
please update the
Last Symptoms
Resolved Date else
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 16:02

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

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

*** Confidential***

clarify.

Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central 6) YES
Time (US & Canada)
4a
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Symptoms: FEVER
(US& Canada) gg; Symptom Present: YES
4.a Symptoms:
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), FEVER
(US & Canada) (b)

(6)
4.a \Was symptom present?
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b)

(6)
4b
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Symptoms. NEW OR INCREAS
(US & Canada) (b) ED COUGH

© Symptom P YES

resent:
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 16:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

4.b Symptoms:
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), NEW OR INCREASED COUGH
(US & Canada) (b)
(6)
4.b Was symptom present?
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b)
(6)
4.c
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Sympto NEW OR INCREASED
(US & Canada) (b) ms: SHORTNESS OF BREA
(6) TH
Sympto YES
m Presen
t:
4.c Symptoms:
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NEW OR INCREASED SHORTNE
(US & Canada) (b) SS OF BREATH
(6)
4.c Was symptom present?
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b)
(6)
4d
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Header Text: c4591001

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

Oct/14/2020
Form Version: 10-Oct-2020 16:02
Site No: 1047

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252
Generated By: | (b) (4)

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

*** Confidential***

FDA-CBER-2021-5683-0912684

Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptoms: CHILLS
(US & Canada) Eg; Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), CHILLS
(US & Canada) (b)

(6)
4.d Was symptom present?
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b)

(6)
4e
Date Location User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptoms NEW OR INCREASE
(US & Canada) (2) : D MUSCLE PAIN

© Symptom YES

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 16:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1047) Medical Affiliated Research Center

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

4.e Symptoms:
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NEW OR INCREASED MUSCLE P
(US & Canada) (b) AIN

(6)
4.e Was symptom present?
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b)

(6)
4f
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Symptoms: NEW LOSS OF TAST
(US & Canada) (b) E OR SMELL

© Symptom P NO

resent:

4.f Symptoms:
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), NEW LOSS OF TASTE OR SMELL
(US & Canada) (b)

(6)
4.f Was symptom present?
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b)

(6)
449
Date Location User Value Reason

Page 278 of 546

*** Confidential***
FDA-CBER-2021-5683-0912685




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

*** Confidential***

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptoms NEW OR INCREASE
(US & Canada) (g) : D SORE THROAT

© Symptom NO

Present:

4.9 Symptoms:
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NEW OR INCREASED SORE THR
(US & Canada) (b) OAT

(6)
4.9 Was symptom present?
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b)

(6)
4h
Date L ocation User Value Reason
Oct-19-2020 14:32:00 ACVOPFEINFP6000 |/ (b) Data Entry: New Information
(UTC-06:00) Central Time (4), Symptoms: DIARRHEA
(US & Canada) Egg Symptom Present: YES
Oct-15-2020 09:48:52 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptoms: DIARRHEA
(US & Canada) Egg Symptom Present: NO
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 16:02

Audit Trail History
Form Status: Data Complete, Frozen, Not Complete

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
4.h Symptoms:
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, DIARRHEA
(US & Canada) (b)

(6)
4.h Was symptom present?
Date L ocation User Value Reason
Oct-19-2020 14:32:00 ACVOPFEINFP6000 |/ (b) Data Entry: New Information
(UTC-06:00) Central Time (4), YES
(US & Canada) (b)

(6)
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b)

(6)
4.
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptoms: VOMITING
(US & Canada) (b) )

©6) Symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), VOMITING
(US & Canada) (b)

(6)
4.i Was symptom present?
Date L ocation User Value Reason
Oct-15-2020 09:48:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b)

(6)
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Header Text: c4591001

Subject No: 10471252
Generated By: | (b) (4)

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

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

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

*** Confidential***

5.a
Date L ocation User Value Reason
Oct-15-2020 09:49:07 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptoms - Other: Headache
(US & Canada) (b)

(6)
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Oct-15-2020 09:49:07 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Headache
(US & Canada) (b)

(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail
Oct/14/2020

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Date L ocation User Value Reason
Oct-15-2020 09:54:04 ACVOPFEINFP6000 | (b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) (b)
(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Oct/14/2020

Form Version: 06-Jul-2020 21:54

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

1. Actual Date of Collection:
Date L ocation User Value Reason
Nov-05-2020 15:09:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b)

(6)
Nov-05-2020 15:03:07 ACVOPFEINFPE000 |/ (b) Data Entry: per medical monitor
(UTC-06:00) Central Time 4), the test this subject
(US & Canada) (b) recieved should not

(6) be reported on this

form

Oct-15-2020 09:54:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), Oct/14/2020
(US & Canada) (b)

(6)
2. Specimen Type:
Date L ocation User Value Reason
Nov-05-2020 15:09:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b)

(6)
Nov-05-2020 15:03:55 ACVOPFEINFP6000 | (b) Data Entry: Per Medical monitor
(UTC-06:00) Central Time (4), the test this subject
(US & Canada) (b) had should not be

(6) reported on this form
Oct-15-2020 09:54:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), SWABBED MATERIAL
(US & Canada) (b)

(6)
3. Specimen Collection Location:
Date L ocation User Value Reason
Nov-05-2020 15:09:16 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b)

(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Oct/14/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Nov-05-2020 15:06:24 ACVOPFEINFPE000 | (b) Data Entry: changed per query
(UTC-06:00) Central Time 4),
(US & Canada) (b)
(6)
Oct-15-2020 09:54:04 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NASOPHARY NX
(US & Canada) (b)
(6)
4. Assay Code and Description:
Date L ocation User Value Reason
Nov-05-2020 15:09:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable
(US & Canada)
Nov-05-2020 15:03:07 ACVOPFEINFP6000 |autocalc |DataEntry: per medical monitor
(UTC-06:00) Central Time (autocalc) the test this subject
(US & Canada) recieved should not
be reported on this
form
Oct-15-2020 09:54:04 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
Nov-05-2020 15:09:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable
(US & Canada)
Nov-05-2020 15:03:07 ACVOPFEINFPE000 |autocalc |DataEntry: per medical monitor
(UTC-06:00) Central Time (autocalc) the test this subject
(US & Canada) recieved should not
be reported on this
form
Oct-15-2020 09:54:04 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
(US & Canada)
6. Trade Name:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Subject No: 10471252
Generated By: | (b) (4)

Oct/14/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

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

Nov-05-2020 22:42:50 ACVOPFEINFP6000 || (B) (4), (B) | Query 1: Closed Response satisfies

(UTC-06:00) Central Time (6) query

(US & Canada)

Nov-05-2020 15:09:16 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central Time 6) Not Applicable

(US & Canada)

Nov-05-2020 15:04:29 ACVOPFEINFP6000 | auto query Query 1: Answered change per query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Nov-05-2020 15:04:29 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: change per query

(UTC-06:00) Central Time (6)

(US & Canada)

Nov-05-2020 07:10:45 ACVOPFEINFP000 | (B) (4), (0) |Query 1: Reissued:Opened Medical monitor:

(UTC-06:00) Central Time (6) Thistestisan

(US & Canada) Antigen Fluorescent
Immunoassay (FIA)
not a SARS-CoV-2

NAAT test. Thistest
result should not be

(US & Canada)

reported on thisform
Nov-04-2020 09:38:31 ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Answered Thisis not an antigen
(UTC-06:00) Central Time (6) test thiswas a SARS

PCR test. Would you
like for me to remove
it or leaveitin place

(US & Canada)

Nov-03-2020 19:15:48
(UTC-06:00) Central Time

ACVOPFEINFP6000 | (0) (4), (B) | Query 1: Opened Clin: Thistest isan
(6) Antigen Fluorescent

Immunoassay (FIA)

not a SARS-CoV-2

NAAT test. Thistest
result should not be

*** Confidential***

reported on this form.

Oct-15-2020 10:07:26 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time 6) OTHER
(US & Canada)
7. Test Result:
Date L ocation User Value Reason
Nov-05-2020 15:09:16 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/14/2020

Form Version: 06-Jul-2020 21:54

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Nov-05-2020 15:05:01 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: changed per query

(UTC-06:00) Central (6)

Time (US & Canada)

Oct-22-2020 14:52:29 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-22-2020 12:00:57 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Answered confirm vaccination 2

(UTC-06:00) Central (6) will not be done.

Time (US & Canada)

Oct-21-2020 18:08:27 ACVOPFEINFPE000 |(b) (4), Query 1: Opened CLINQUERY: Given

(UTC-06:00) Central (b) (6) that subject is

Time (US & Canada) symptomatic and has
positive COVID local
test result prior to
vaccination 2, please
confirm as to whether
the subject meets
exclusion criteria? If
s0, VAX#2 should
NOT be done and
EOT CRF should be
completed per CCG

Oct-16-2020 15:18:27 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central 6) POSITIVE

Time (US & Canada)

Oct-15-2020 09:54:04 ACVOPFEINFPE000 |/ (b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) NEGATIVE

Time (US & Canada)

8. Comments/Findings/Details:

Date L ocation User Value Reason

Nov-05-2020 15:09:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) (b)

(6)

Nov-05-2020 15:06:53 ACVOPFEINFPE000 |/ (b) Data Entry: changed per query

(UTC-06:00) Central Time (4),

(US & Canada) (b)

(6)
Oct-15-2020 10:07:26 ACVOPFEINFPE000 || (0) (4), (b) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Sofiall Sars Atigen FIA
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

(US & Canada)

(b) (4), (b)
(6)

9. Trade Name Other, Specify:

*** Confidential***

Date L ocation User Value Reason
Nov-05-2020 15:09:16 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b)

(6)
Nov-05-2020 15:08:55 ACVOPFEINFP6000 |/ (b) Data Entry: changed per query
(UTC-06:00) Central Time 4),
(US & Canada) (b)

(6)
Oct-15-2020 10:07:26 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Quidel
(US & Canada) (b)

(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Oct/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-15-2020 09:54:17 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-15-2020 09:54:17 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB_SELF
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-16-2020 07:58:51 ACVOPFEINFP6000 |autoquery |Query 2: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Oct-16-2020 05:56:04 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 2: Opened 'Sample Collected? is
(UTC-06:00) Central Time Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Oct-15-2020 09:56:15 ACVOPFEINFP6000 |autoquery | Query 2: 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-15-2020 09:56:15 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Oct-15-2020 09:56:15 ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) Date of Collection:
(6)
Oct/14/2020
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Oct/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Oct-15-2020 09:54:17 ACVOPFEINFPE000 |auto query | Query 1: Opened 'Sample Collected? is

(UTC-06:00) Central Time (autoquery) marked as No and 'If

(US & Canada) no sample was
collected or sample
was not collected
according to protocol,
please provide reason'
ismissing. Please
review and update as
appropriate.

Oct-15-2020 09:54:17 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), NO

(US & Canada) (b)

(6)

5a

Date L ocation User Value Reason

Oct-16-2020 07:58:51 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Time (b) (4), () (6) | sample|D: CV46611

(US & Canada)

5.a Sample|D

Date L ocation User Value Reason

Oct-16-2020 07:58:51 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Time (b) (4), (b) (6) | CVv46611

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Oct/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-15-2020 09:54:34 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-15-2020 09:54:34 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-15-2020 09:54:34 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b)

(6)
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Oct-15-2020 09:54:34 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), no office visit
(US & Canada) (b)

(6)
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

*** Confidential***

la
Date L ocation User Value Reason
Oct-16-2020 08:01:51 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Typeof Practitioner: ~ SPECIAL
(US & Canada) (b) IST

© Occurrenceof Visitsor NO

Contacts:

Oct-15-2020 09:55:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Typeof Practitioner: ~ SPECIAL
(US & Canada) (b) IST

© Occurrence of Visitsor

Contacts:

1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), SPECIALIST
(US & Canada) (b)

(6)
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Oct-18-2020 07:25:54 ACVOPFEINFP6000 |/(b) (4), Query 1: Closed Data updated.
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-16-2020 08:01:51 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-16-2020 08:01:51 ACVOPFEINFP6000 || (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
Oct-16-2020 02:42:43 ACVOPFEINFP6000 |/(b) (4), (b) Query 1: Opened DM: The response
(UTC-06:00) Central (6) for "Occurrence of
Time (US & Canada) Visitsor Contacts' is

missing. Kindly
review and update.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:59

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

1b
Date L ocation User Value Reason
Oct-19-2020 14:32:31 ACVOPFEINFP6000 | (b) Data Entry: New Information
(UTC-06:00) Central Time 4, Type of Practitio EMERGENCY
(US & Canada) () ner: ROOM
©) Occurrenceof Vi YES
sitsor Contacts.  Number of Visit
sor Contacts:
1
Oct-16-2020 08:01:51 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Type of Practitione EMERGENC
(US & Canada) (b) r: Y ROOM
©) Occurrence of Visit NO
sor Contacts:
Oct-15-2020 09:55:42 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Type of Practitione EMERGENC
(US& Canada) (b) r: Y ROOM
©) Occurrence of Visit
sor Contacts:
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1.b Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, EMERGENCY ROOM
(US & Canada) (b)
(6)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-19-2020 14:32:31 ACVOPFEINFP6000 || (b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) YES
Time (US & Canada) Number of Visits or Contacts:
1
Oct-18-2020 07:26:17 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Data updated.
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-16-2020 08:01:51 ACVOPFEINFP6000 | auto query Query 1. Answered Initial Entry
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-16-2020 08:01:51 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
Oct-16-2020 02:43:01 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened DM: The response
(UTC-06:00) Central (6) for "Occurrence of
Time (US & Canada) Visits or Contacts' is
missing. Kindly
review and update.
1lc
Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Type of Practitio PRIMARY CAR
(US & Canada) (2) ner: E PHYSICIAN
©) Occurrenceof V. YES
isitsor Contacts:. Number of Visit
sor Contacts:
1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:59
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), PRIMARY CARE PHYSICIAN
(US & Canada) (b)

(6)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) Number of Visits or Contacts:

(6)

1

1d
Date L ocation User Value Reason
Oct-16-2020 08:01:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Type of Practitioner: URGENT
(US & Canada) (b) CARE

(©) Occurrence of Visitso NO

r Contacts:

Oct-15-2020 09:55:42 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Typeof Practitioner: URGENT
(US & Canada) (b) CARE

©) Occurrence of Visitso

r Contacts:
Page 294 of 546

*** Confidential***

FDA-CBER-2021-5683-0912701




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:59

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), URGENT CARE
(US & Canada) (b)

(6)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-18-2020 07:26:37 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Data updated.
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-16-2020 08:01:51 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-16-2020 08:01:51 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
Oct-16-2020 02:43:17 ACVOPFEINFP6000 |/(b) (4), (b) Query 1: Opened DM: The response
(UTC-06:00) Central (6) for "Occurrence of
Time (US & Canada) Visits or Contacts' is

missing. Kindly
review and update.

le
Date L ocation User Value Reason
Oct-16-2020 08:01:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Type of Practitio TELEPHONE C
(US& Canada) (g) ner: ONSULTATION

© Occurrenceof Vi NO

sitsor Contacts:

Oct-15-2020 09:55:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Typeof Practitio TELEPHONE C
(US & Canada) (g) ner: ONSULTATION

© Occurrence of Vi

sitsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:59

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), TELEPHONE CONSULTATION
(US & Canada) (b)
(6)

1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-18-2020 07:26:56 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Data updated.
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-16-2020 08:01:51 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-16-2020 08:01:51 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
Oct-16-2020 02:43:42 ACVOPFEINFP6000 |/(b) (4), (b) Query 1: Opened DM: The response
(UTC-06:00) Central (6) for "Occurrence of
Time (US & Canada) Visits or Contacts' is

missing. Kindly

review and update.
1f
Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Type of Practitio OTHER
(US & Canada) (b) ner:

©) Occurrenceof Vi YES
sitsor Contacts:.  Number of Misit
sor Contacts:
1
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:59

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, OTHER
(US & Canada) (b)

(6)
1.f Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) Number of Visits or Contacts:

(6)

1

2. Other Type of Practitioner Specify:
Date L ocation User Value Reason
Oct-15-2020 09:55:42 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Covid Test Center/Regional hospital
(US & Canada) (b)

(6)

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

Time (US & Canada)

Date L ocation User Value Reason
Nov-10-2020 10:47:20 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Nov-09-2020 09:07:11 ACVOPFEINFP6000 | (b) (4), (b) [ Query 1: Answered will answer ad
(UTC-06:00) Central (6) information becomes
Time (US & Canada) available
Nov-06-2020 17:50:38 ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:
(UTC-06:00) Central (b) (6) Subject had

COVID-19 llIness
and was hospitalized.
Please enter on the
relevant CRF form
any available
information (vital
signs, pulse oxymet,
respiratory treatment,

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:59

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

lab results,
imaging...). Please
make every effort to
obtain this
information.
Oct-19-2020 14:32:56 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) YES
Time (US & Canada) Has the subject been in intensive
care due to potential COVID-191i
lIness?
NO
Oct-15-2020 09:55:42 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HOSPITALIZATION DETAILS - Audit Trail

Oct/14/2020

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

Date Location User Value Reason
Oct-19-2020 14:33:34 ACVOPFEINFP6000 | (b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) (b)
(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Oct/14/2020

Form Version: 22-Apr-2020 21:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Oct-19-2020 14:33:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time
(US & Canada)

(autocalc) | HOSPITALIZATION STATUS

2. Hospitalization Term:

Date L ocation User Value Reason
Oct-19-2020 14:33:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), HOSPITAL
(US & Canada) (b)

(6)
3. Admission Date:
Date Location User Value Reason
Oct-19-2020 14:33:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Oct/16/2020
(US & Canada) (b)

(6)
4. Ongoing?
Date L ocation User Value Reason
Oct-19-2020 14:33:34 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), YES
(US & Canada) (b)

(6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Audit Trail

Oct/14/2020

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Oct-19-2020 14:31:31 ACVOPFEINFP6000 | (b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) (b)
(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Oct/14/2020

Form Version: 06-Jul-2020 21:53

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason
Oct-19-2020 14:31:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
2. Concomitant Non-drug Treatment Pre-specified:
Date L ocation User Value Reason
Oct-19-2020 14:31:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | YES
(US & Canada)
3. Treatment:
Date Location User Value Reason
Oct-19-2020 14:31:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), HIGH FLOW OXY GEN THERAPY
(US & Canada) (b)

(6)
4. Treatment:
Date L ocation User Value Reason
Oct-19-2020 14:31:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |HIGH FLOW OXY GEN THERAPY
(US & Canada)
5. Start Date:
Date Location User Value Reason
Oct-19-2020 14:31:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Oct/16/2020
(US & Canada) (b)

(6)
6. Ongoing?
Date L ocation User Value Reason
Oct-19-2020 14:31:31 ACVOPFEINFP6000 | (B) (4), (b) |Data Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)
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Header Text: c4591001

Oct/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

w@oo |
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Oct/14/2020

Form Version: 06-Jul-2020 21:52

Site No: 1047
Subject No: 10471252
Generated By:

(b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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-15-2020 09:57:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | POTENTIAL COVID-19 ILLNESS

(US & Canada)

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason

Nov-16-2020 15:17:28 ACVOPFEINFP6000 | Ruth Bailey Query 3: Closed Response satisfies

(UTC-06:00) Central (b) (4) query

Time (US & Canada)

Nov-15-2020 15:01:48 ACVOPFEINFP6000 | (b) (4), (b) Query 3: Answered This subject tested

(UTC-06:00) Central (6) positive for Covid

Time (US & Canada) was diagnosed with
Covid and
hospitalized and
treated for Covid. The
Medica monitor said
that the test that was
used for hisinitial
positive test could not
be listed on the local
Covid test pagein the
crf

Nov-14-2020 15:55:33 ACVOPFEINFP6000 |(b) (4), Query 3: Reissued:Opened CLINQUERY: Please

(UTC-06:00) Central (b) (6) work with CRA to

Time (US & Canada) address this. Per CRF
Completion
Guidelines, section
8.33.3, ONLY
enter/update
diagnosisif locally
performed test is
positive and captured
on COVID TEST
CRF.

Nov-13-2020 16:17:19 ACVOPFEINFP6000 | (b) (4), (b) | Query 3: Answered thereis no covid test

(UTC-06:00) Central (6) for his

Time (US & Canada) hospitalization.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/14/2020

Form Version: 06-Jul-2020 21:52
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Nov-13-2020 16:11:30 ACVOPFEINFPE000 |(b) (4), Query 3: Reissued:Opened CLINQUERYL Did
(UTC-06:00) Central (b) (6) subject get tested at
Time (US & Canada) the hospital? Please
add any local
SARS-CoV-2-NAAT
test resultsto the
COVID TEST CRF.
Nov-13-2020 14:12:29 ACVOPFEINFP6000 | (b) (4), (b) Query 3: Answered subject was
(UTC-06:00) Central (6) hospitalized and
Time (US & Canada) diagnosed and treated
for Covid 19
Nov-13-2020 10:51:55 ACVOPFEINFPE000 |(b) (4), Query 3: Reissued:Opened CLINQUERY: Per
(UTC-06:00) Central (b) (6) CCG 8.33.3,D0
Time (US & Canada) NOT enter or update
diagnosis due to
central lab testing
results. Please update
appropriately.
Nov-13-2020 08:50:12 ACVOPFEINFPE000 |/ (b) (4), (b) | Query 3: Answered Subject was
(UTC-06:00) Central (6) diagnosed with covid
Time (US & Canada) 19 the study swab
was positive for
Covid.
Nov-12-2020 16:44:53 ACVOPFEINFP6000 |(b) (4), Query 3: Opened CLINQUERY: Please
(UTC-06:00) Central (b) (6) clarify diagnosis of
Time (US & Canada) COVID 19? Thelocal
COVID TEST page
does not indicate a
POSITIVE test. If no
diagnosis made,
update to NO. Please
update accordingly.
Oct-25-2020 19:13:41 ACVOPFEINFP6000 | (B) (4), (0) (6) | Query 2: Closed Response satisfies
(UTC-06:00) Central query
Time (US & Canada)
Oct-22-2020 08:11:59 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 2: Answered Changed data per
(UTC-06:00) Central (b) (4), (b) (6) query
Time (US & Canada)
Oct-21-2020 21:16:08 ACVOPFEINFPE000 | (D) (4), (b) (6) | Query 2: Opened Clin: Patient has
(UTC-06:00) Central positive covid test
Time (US & Canada) and should not
receive 2nd vaccine.
Please complete EOT
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Oct/14/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
CRF confirming
patient 'no longer
meets eligibility
criteria’ with reason
'subject tested
positive for
COVID19'. patient
should continuein FU
part of the study
Oct-16-2020 15:48:56 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Oct-16-2020 15:18:48 ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Answered corrected
(UTC-06:00) Central (6)
Time (US & Canada)
Oct-16-2020 13:14:03 ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:
(UTC-06:00) Central (b) (6) COVID TEST CRF
Time (US & Canada) page notes the test
result was Negative.
Was a COVID-109 test
positive for the
diagnosisto be
'‘COVID-19"? Please
clarify.
Oct-15-2020 09:57:15 ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada) Respiratory Illness Diagnosis:
Covid-19
Date of Diagnosis:
Oct/14/2020
3. Toxicity Grade:
Date L ocation User Value Reason
Oct-15-2020 09:57:15 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 2
(US & Canada) (b)
(6)
Page 306 of 546

*** Confidential***
FDA-CBER-2021-5683-0912713




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Oct/14/2020 Audit Trail

Form Version: 15-Sep-2020 21:51 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) (b)
(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 15-Sep-2020 21:51

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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

Back to Form

1. Lab Panel:

Date L ocation User Value Reason

Oct-19-2020 14:48:21 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | CLINICAL CHEMISTRY

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Dec-07-2020 23:37:06 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 4: Closed data correct as

(UTC-06:00) Central (b) (4), (b) (6) reported

Time (US & Canada)

Dec-07-2020 23:34:29 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 4: Opened DM: A carriage

(UTC-06:00) Central (b) (4), (b) (6) returnis still

Time (US & Canada) identified, in order to
avoid processing
enter please enter lab
addressdll insingle
line without hitting
enter key or copy
paste. Thank you.

Dec-02-2020 10:06:23 ACVOPFEINFPE000 | (b) (4), Query 3: Closed Data updated.

(UTC-06:00) Central (b) (6)

Time (US & Canada)

Dec-02-2020 08:11:26 ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-02-2020 08:11:26 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6) Huntsville Hospital 101 Siviey Av

Time (US & Canada) e Huntsville Alabama

Dec-02-2020 05:07:14 ACVOPFEINFPE000 | (b) (4). Query 3: Opened DM RQ1 :A carriage

(UTC-06:00) Central (b) (6) returnis still

Time (US & Canada) identified, Please
click into the
enterable page and
press delete and
backspace multiple
timesto remove the
characters. Do not
press enter key, just
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Header Text: c4591001

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

Oct/14/2020 eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
typelab nameall in
single line with
comma separated.

Nov-11-2020 13:05:07 ACVOPFEINFPE000 | (b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Nov-11-2020 07:54:08 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-11-2020 07:54:08 ACVOPFEINFP6000 (b) Data Entry: Transcription Error

(UTC-06:00) Central 4), Huntsville Hospital 101 Sivley Av

Time (US & Canada) (b) (6) enue Huntsville Alabama 35801

Nov-11-2020 02:02:06 ACVOPFEINFP6000 |(b) (4), () (6) | Query 2: Opened DM: A carriage

(UTC-06:00) Central (b) (4), (b) (6) return isidentified,

Time (US & Canada) please do not press
enter, tab key or
extra space or copy
paste, just type lab
name all in single
line with comma
separated. Thank
you.

Oct-23-2020 02:48:28 ACVOPFEINFP6000 | () (4), (B) | Query 1: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-22-2020 12:03:08 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-22-2020 12:03:08 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6) Huntsville Hospital

Time (US & Canada) 101 Sivley Avenue

Huntsville Alabama 35801

Oct-22-2020 08:35:51 ACVOPFEINFPE000 |(b) (4), Query 1: Opened DM: A trailing space

(UTC-06:00) Central (b) (6) isidentified. To

Time (US & Canada) avoid processing
errors, please remove
theidentified
character by deleting
the entry and
re-entering the data
(without using copy
and paste).
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Header Text: c4591001

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

Oct/14/2020 eCRF Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Oct-19-2020 14:48:21 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Huntsville Hospital Systems
Time (US & Canada) 101 Sivley Avnue
Huntsville, Alabama
3. Collection Date:
Date L ocation User Value Reason
Oct-19-2020 14:48:21 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), Oct/17/2020
(US & Canada) (b)
(6)
4. Specimen Type:
Date L ocation User Value Reason
Oct-19-2020 14:48:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLOOD
(US & Canada)
5.a
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 329
(US & Canada) | dentifier:
Test:: C Reactive Protei
n_PX329
Result:: 11
Not Done::
Lab Normal Ran Low
ge <05
High
<0.5
Unit
mg/L
5.a Sponsor ID:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 329
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:51

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

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(US & Canada) | |
5.a Test:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), C Reactive Protein_PX329
(US & Canada) (b)
(6)
5.a Result:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 11
(US & Canada) (b)
(6)
5aLNMT
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Low
(US & Canada) (b) <0.5
(6)
High
<0.5
Unit
mg/L
5.b
Date L ocation User Value Reason
Nov-02-2020 14:54:28 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Time (b) (). (®) (6) | Sponsor-Defin 30
(US & Canada) ed | dentifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: 30
Not Done::
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Header Text: c4591001

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

Oct/14/2020 eCRF Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Lab Normal R Low
ange: <39
High
<39
Unit
U/L
Oct-26-2020 15:25:13 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: X10"3/mcl
(UTC'OGOO) Centl’al Tlme (6) Spona)r_Deﬂn 30
(US & Canada) ed | dentifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: .30
Not Done::
Lab Normal R Low
ange: <39
High
<39
Unit
U/L
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor -Defin 30
(US & Canada) ed | dentifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: .30
Not Done::
Lab Normal R Low
ange: <39
High
<39
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 15-Sep-2020 21:51

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.b Sponsor 1D:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |30
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Alanine Aminotransferase_PX30
(US & Canada) (b)
(6)
5.b Result:
Date L ocation User Value Reason
Nov-03-2020 20:32:51 | ACVOPFEINFPE000 | (B) (4), (B) | Query 3: Closed Response satisfies
(UTC-06:00) Central (6) query
Time (US & Canada)
Nov-02-2020 14:54:28 ACVOPFEINFPG6000 | auto query Query 3: Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Nov-02-2020 14:54:28 ACVOPFEINFPG000 |(b) (4), (b) (6) |Data Entry: Transcription Error
(UTC-06:00) Central (b) (4), (b) (6) |30
Time (US & Canada)
Oct-30-2020 14:47:14 AcvorFEINFPE000 | (B) (4), (B) | Query 3: Opened Clin: Please review
(UTC-06:00) Central (6) the value entered and
Time (US & Canada) confirm if the correct
valueis << 30 >>
instead of << 0.30 >>
Oct-26-2020 19:02:45 ACVOPFEINFPe000 | (B) (4), (B) | Query 2: Closed Response satisfies
(UTC-06:00) Central (6) query
Time (US & Canada)
Oct-26-2020 15:27:33 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Answered Changed data per
(UTC-06:00) Central (6) query
Time (US & Canada)
Oct-24-2020 00:19:52 AcvorreINFPe000 | (B) (4), (B) | query 2: Opened Clin: The Unit
(UTC-06:00) Central (6) should be << U/L
Time (US & Canada) >>. Please update
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-

Oct/14/2020

Unscheduled Visit on

Form Version: 15-Sep-2020 21:51

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Oct-21-2020 07:12:05
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). (b) (6)

Query 1: Closed

Response satisfies
query

Oct-20-2020 15:21:57
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 1: Answered

comment made

Oct-20-2020 06:45:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Reissued:Opened

DM: Previous
response noted.
Please update the
field level comment
with the actua 'Unit’
of measurement if
not available for

selection.
Oct-19-2020 14:46:46 ACVOPFEINFPE000 || (b) (4), (b) Query 1: Answered unitisnot listed it is
(UTC-06:00) Central (6) EnzU/L
Time (US & Canada)
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-06:00) Central (autoquery) lab normal range
Time (US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) .30
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Oct-26-2020 15:25:13 ACVOPFEINFP6000 | (b) Data Entry: X10"3/mcl
(UTC-06:00) Central Time 4), Low
(US & Canada) (b) <39
(6)
High
<39
Unit
u/L
Oct-19-2020 14:45:28 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Low
(US & Canada) (b) <39
(6)
High
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 15-Sep-2020 21:51

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

*** Confidential***

<39
5.c
Date L ocation User Value Reason
Oct-26-2020 15:25:43 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time (4), Sponsor-Defin 28
(US & Canada) (2) ed I dentifier:
© Test:: Aspartate Aminotr
ansferase PX28
Result:: 52
Not Done::
Lab Normal R Low
ange: <42
High
<42
Unit
U/L
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) Sponsor-Defin 28
(US & Canada) ed | dentifier:
Test:: Aspartate Aminotr
ansferase_PX28
Result:: 52
Not Done::
Lab Normal R Low
ange: <42
High
<42
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 15-Sep-2020 21:51

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

5.c Sponsor 1D:

Date L ocation User Value Reason

Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra Time (autocalc) |28

(US & Canada)

5.c Test:

Date L ocation User Value Reason

Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Aspartate Aminotransferase PX28

(US & Canada) (b)

(6)

5.c Result:

Date L ocation User Value Reason

Oct-26-2020 19:02:55 ACVOPFEINFPE000 || (B) (4), (0) | Query 2: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-26-2020 15:26:54 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Answered Changed data per

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-24-202000:20:08 | ACVOPFEINFPs000 | (B) (4), (B) | ouery 2: Opened Clin: The Unit

(UTC-06:00) Central (6) should be << U/L

Time (US & Canada) >>. Please update

Oct-21-2020 07:12:05 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-20-2020 15:23:02 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Answered comment made

(UTC-06:00) Central 6)

Time (US & Canada)

Oct-20-2020 06:45:00 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Reissued:Opened DM: Previous

(UTC-06:00) Central (b) (4), (b) (6) response noted.

Time (US & Canada) Please update the
field level comment
with the actual 'Unit’
of measurement if
not available for
selection.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

*** Confidential***

Oct/14/2020 eCRF Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Oct-19-2020 14:47:02 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Answered unitisnot listed itis
(UTC-06:00) Central (6) EnzU/L
Time (US & Canada)
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-06:00) Central (autoquery) lab normal range
Time (US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) 52
Time (US & Canada)
5.cLNMT
Date L ocation User Value Reason
Oct-26-2020 15:25:43 ACVOPFEINFPE000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time 4), Low
(US & Canada) (b) <42
(6)
High
<42
Unit
U/L
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) (b) <42
(6)
High
<42
5.d
Date L ocation User Value Reason
Oct-26-2020 15:26:01 ACVOPFEINFP6000 |/ (b) Data Entry: UPdated per query
(UTC-06:00) Central Time (4), Sponsor-Defined 35
(US & Canada) (b) I dentifier:
©) Test:: Alkaline Phospha
tase PX35
Result:: 73
Not Done::
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Header Text: c4591001

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

Oct/14/2020 eCRF Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Lab Normal Ra Low
nge: 39
High
170.4
Unit
U/L
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor -Defined 35
(US & Canada) I dentifier:
Test:: Alkaline Phospha
tase PX35
Result:: 73
Not Done::
Lab Normal Ra Low
nge: 39
High
170.4
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 15-Sep-2020 21:51

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

5.d Sponsor 1D:

Date L ocation User Value Reason

Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra Time (autocalc) |35

(US & Canada)

5.d Test:

Date L ocation User Value Reason

Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Alkaline Phosphatase PX35

(US & Canada) (b)

(6)

5.d Result:

Date L ocation User Value Reason

Oct-26-2020 19:03:05 ACVOPFEINFPE000 | (B) (4), (B) | Query 2: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-26-2020 15:27:52 ACVOPFEINFPE000 |/ (b) (4), (b) Query 2: Answered Changed data per

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-24-2020 00:20:23 AcvOPFEINFPe000 | (B) (4), (B) | Query 2: Opened Clin: The Unit

(UTC-06:00) Central (6) should be << U/L

Time (US & Canada) >>. Please update

Oct-21-2020 07:12:05 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-20-2020 15:24:21 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Answered comment made

(UTC-06:00) Central 6)

Time (US & Canada)

Oct-20-2020 06:45:00 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Reissued:Opened DM: Previous

(UTC-06:00) Central (b) (4), (b) (6) response noted.

Time (US & Canada) Please update the
field level comment
with the actual 'Unit’
of measurement if
not available for
selection.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 15-Sep-2020 21:51

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

5.d Result:
Date L ocation User Value Reason
Oct-19-2020 14:47:20 ACVOPFEINFP6000 | (b) Query 1: Answered unitisnot listed itis
(UTC-06:00) Central Time 4), EnzU/L
(US & Canada) (b)
(6)
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autoquery | Query 1: Opened Result is present, but
(UTC-06:00) Central Time (autoquery) lab normal range
(US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 73
(US & Canada) (b)
(6)
5.dLNMT
Date L ocation User Value Reason
Oct-26-2020 15:26:01 ACVOPFEINFP6000 |/ (b) Data Entry: UPdated per query
(UTC-06:00) Central Time (4), Low
(US & Canada) (b) 39
(6)
High
170.4
Unit
U/L
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Low
(US & Canada) (b) 39
(6)
High
170.4
5.e
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Iden 21
(US & Canada) tifier:
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:51
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Test:: Bilirubin_P
X21
Result:: 0.4
Not Done::
Lab Normal Range: Low
<10
High
<1.0
Unit
mg/dL

*** Confidential***

Page 321 of 546

FDA-CBER-2021-5683-0912728




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:51

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.e Sponsor 1D:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |21
(US & Canada)
5.e Test:
Date Location User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Bilirubin_PX21
(US & Canada) (b)

(6)
5.e Result:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 04
(US & Canada) (b)

(6)
5.eLNMT
Date Location User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Low
(US & Canada) (b) <1.0

(6)

High
<1.0
Unit
mg/dL
5.f
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 47
(US & Canada) | dentifier:
Test:: Blood Urea Nitro
gen_PX47
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Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:51
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Result:: 30
Not Done::
Lab Normal Ran Low
ge 8
High
23
Unit
mg/dL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 15-Sep-2020 21:51

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.f Sponsor ID:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |47
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Blood Urea Nitrogen _PX47
(US & Canada) (b)
(6)
5.f Result:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), 30
(US & Canada) (b)
(6)
5f LNMT
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Low
(US & Canada) (b) 8
(6)
High
23
Unit
mg/dL
5.9
Date L ocation User Value Reason
Nov-02-2020 14:55:57 ACVOPFEINFPE000 |(b)(4), () (6) |DataEntry: Transcription Error
(UTC-06:00) Central Time (b) (4), (b) (6) | sponsor-Defined Id 48
(US & Canada) entifier:
Test:: Creatinine_P
X48
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 15-Sep-2020 21:51

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Result:: 13
Not Done::
Lab Normal Range Low
: 0.7
High
12
Unit
mg/dL
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor-Defined Id 48
(US & Canada) entifier:
Test:: Creatinine P
X48
Result:: 13
Not Done::
Lab Normal Range Low
: 0.7
High
12
Unit
g/L

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 15-Sep-2020 21:51

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

5.9 Sponsor ID:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |48
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Creatinine_PX48
(US & Canada) (b)

(6)
5.9 Result:
Date L ocation User Value Reason
Nov-03-2020 20:33:02 ACVOPFEINFP6000 | (b) Query 1: Closed Response satisfies

(UTC-06:00) Central Time

(OF
(b) (6)

query

(US & Canada)
Nov-02-2020 14:56:11 ACVOPFEINFP6000 |(b) (4), (0) (6) | Query 1: Answered Changed data per
(UTC-06:00) Central Time (b) (4), (b) (6) query
(US & Canada)
Oct-30-2020 14:50:26 ACVOPFEINFP6000 | (b) Query 1: Opened Clin: Please the Unit
(UTC-06:00) Central Time ), should be << mg/dL
(US & Canada) () (6) >> and update as
appropriate
Oct-19-2020 14:45:28 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) 13
(US & Canada)
5.9 LNMT
Date L ocation User Value Reason
Nov-02-2020 14:55:57 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Time (b) (4). (b) (6) |Low
(US & Canada) 0.7
High
12
Unit
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 15-Sep-2020 21:51

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

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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

mg/dL

Oct-19-2020 14:45:28
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Data Entry:
Low

0.7

High
12

Unit
o/L

Initial Entry

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Oct/14/2020 Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Form Created

(UTC-06:00) Central Time ((‘t‘)))

US & Canad

(US& Canada) ©®
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

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

Audit Trail

Form Status:

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

*** Confidential***

Date Location User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Form Created
(UTC-06:00) Central Time ((‘l‘;))
US& Canad
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail

Form Status:

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

Date Location User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 || (b) Form Created
(UTC-06:00) Central Time ((‘l‘;))
US& Canad
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

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

Audit Trail

Form Status:

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

*** Confidential***

Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Form Created
(UTC-06:00) Central Time ((‘l‘)))
US & Canad
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Lab Panel:

Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | CLINICAL CHEMISTRY

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason
Nov-12-2020 03:50:03 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Closed as data
(UTC-06:00) Central (b) (6) updated.

Time (US & Canada)

Nov-11-2020 08:09:40 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-11-2020 08:09:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Data Entry:

Huntsville Hospital Systems 101
Sivley Avenue Huntsville, Alabam

Transcription Error

a

Nov-11-2020 02:03:11 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Opened DM: A carriage

(UTC-06:00) Central (b) (4), (b) (6) return isidentified,

Time (US & Canada) please do not press
enter, tab key or
extra space or copy
paste, just type lab
nameall insingle
line with comma
separated. Thank
you.

Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central Huntsville Hospital Systems

Time (US & Canada) 101 Sivley Avnue

Huntsville, Alabama

3. Collection Date:

Date L ocation User Value Reason

Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘é)) Oct/16/2020

(US & Canada) ©)
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
4. Specimen Type:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | BLOOD
(US & Canada)
5a
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 329
(US & Canada) | dentifier:

Test:: C Reactive Prote

in_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran

ge
5.a Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 329
(US & Canada)
S5.aTest:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) ; C Reactive Protein_PX329

US & Canad
(US& Canadg) (6)
5.a Not Done:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) NOT DONE
US & Canad

( anada) ®)
5b

*** Confidential***
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Header Text: c4591001

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

Oct/14/2020
Form Version: 10-Oct-2020 15:58
Site No: 1047

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Define 30
(US & Canada) d Identifier:

Test:: Alanine Aminotra

nsferase PX30

Result::

Not Done:: NOT DONE

Lab Normal Ra

nge:
5.b Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |30
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘ll)))' Alanine Aminotransferase_PX30

US & Canada)
( ) ®)
5.b Not Done:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) NOT DONE
US & Canada)

( ) ®)
5.c
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Define 28
(US & Canada) d I dentifier:

Test:: Aspartate Aminotr

ansferase PX28
Result::
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

*** Confidential***

Not Done:: NOT DONE

Lab Normal Ra

nge:
5.c Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |28
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((4:;)), Aspartate Aminotransferase_PX 28
US & Canad
( anada) ®)
5.c Not Done:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘l‘))) NOT DONE
US & Canada)
( ) ®)
5d
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 35
(US & Canada) | dentifier:

Test:: Alkaline Phospha

tase PX35

Result::

Not Done:: NOT DONE

Lab Normal Ran

ge
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.d Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |35
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Alkaline Phosphatase_PX35
(US & Canada) )
(6)
5.d Not Done:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) NOT DONE
US & Canad

( anada) ®)
5e
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Iden 21
(US & Canada) tifier:

Test:: Bilirubin_P

X21

Result::

Not Done:: NOT DONE

Lab Normal Range:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Oct/14/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.e Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |21
(US & Canada)
5.e Test:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) Bilirubin_PX21
US & Canad
( anada) ®)
5.e Not Done:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) NOT DONE
US & Canad
(US& Canadg) (6)
5.f
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 47
(US & Canada) | dentifier:
Test:: Blood Urea Nitro
gen_PX47
Result:: 28
Not Done::
Lab Normal Ran Low
ge 8
High
23
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

5.f Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |47
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Blood Urea Nitrogen PX47
(US & Canada) )
(6)
5.f Result:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 28
US & Canad

(US& Canadg) (6)
5fLNMT
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) ggg 8

High

23
Unit
mg/dL
5.9
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 48
(US & Canada) ntifier:
Test:: Creatinine_P
X48
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Result:: 1.3
Not Done::

Lab Normal Range: Low
0.7

High
12

Unit
mg/dL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.9 Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |48
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) Creatinine PX48
US & Canad
( anada) ®)
5.9 Result:
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 13
US & Canad

( anada) ®)
5gLNMT
Date L ocation User Value Reason
Oct-21-2020 14:05:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) ggg 0.7

High

12
Unit
mg/dL
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:58

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

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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

Back to Form

*** Confidential***

1. Lab Panel:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | CLINICAL CHEMISTRY
(US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘I‘;)) Oct/18/2020
US & Canada)

4. Specimen Type:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLOOD
(US & Canada)
5.a
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 329
(US & Canada) | dentifier:

Test:: C Reactive Prote

in_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran

ge
5.a Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 329
(US & Canada)
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.a Test:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((1)) , C Reactive Protein_PX329
US & Canad
( anada) ®)
5.a Not Done:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘l‘))) NOT DONE
US & Canad
( anada) ®)
5b
Date L ocation User Value Reason
Oct-26-2020 15:28:49 ACVOPFEINFPGE000 |/ (b) Data Entry: UPdated per query
(UTC-OGOO) Central Time (4b)’ Sponmr-Define 30
(US & Canada) Eeg d I dentifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: 38
Not Done::
Lab Normal R Low
ange: <42
High
<42
Unit
U/L
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor -Define 30
(US & Canada) d Identifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: 38
Not Done::
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Oct/14/2020 eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

Lab Normal R Low
ange: <42

High
<42
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.b Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra Time

(autocalc) |30

(US & Canada)

5.b Test:

Date L ocation User Value Reason

Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘t?)' Alanine Aminotransferase_PX30

(US & Canada) ©)

5.b Result:

Date L ocation User Value Reason

Oct-27-2020 07:53:56 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Closed Unit is present in

(UTC-06:00) Central item comment.

Time (US & Canada)

Oct-26-2020 19:04:00 ACVOPFEINFP6000 | (b) Query 2: Closed Response satisfies

(UTC-06:00) Central ), query

Time (US & Canada) {9719

Oct-26-2020 15:30:02 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 2: Answered Changed data per

(UTC-06:00) Central query

Time (US & Canada)

Oct-26-2020 15:28:49 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-24-2020 03:03:03 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Reissued:Opened DM1: Response

(UTC-06:00) Central (6) noted, however no

Time (US & Canada) comment is added.
Please add item level
comment if unitis
not availablein
dropdown list.

Oct-24-2020 00:18:41 ACVOPFEINFPE000 | (b) Query 2: Opened Clin: The Unit should

(UTC-06:00) Central ), be << U/L >>. Please

Time (US & Canada) () 6) update

Oct-22-2020 08:08:07 ACVOPFEINFP6000 |(0) (4), (0) (6) | Query 1: Answered unitislistedin the

(UTC-06:00) Central (b) (4), (b) (6) comment box due to
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

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

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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

Time (US & Canada)

not being one of the
selections in the drop
down box.

Oct-22-2020 03:21:44
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 1: Reissued:Opened

DM: Unit is missing
for thistest. Please
correct or confirm

appropriately.

Oct-21-2020 14:13:35
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

Origina valueis
correct

*** Confidential***

Oct-21-2020 14:11:09 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-06:00) Central (autoquery) lab normal range
Time (US & Canada) (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 38
Time (US & Canada)
5b LNMT
Date L ocation User Value Reason
Oct-26-2020 15:28:49 ACVOPFEINFP6000 |/ (b) Data Entry: UPdated per query
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg <42
High
<42
Unit
uU/L
Oct-21-2020 14:11:09 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Low
(US & Canada) Eg; <42
High
<42
5.c
Date L ocation User Value Reason
Oct-26-2020 15:29:11 ACVOPFEINFP000 () @) ®) () | pata Entry: UPdated per query
(UTC-06:00) Central Time Sponsor-Defin 28
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

(US& Canada) OEOO | dentitier:
Test:: Aspartate Aminotr
ansferase PX28
Result:: 20
Not Done::
Lab Normal R Low
ange: <39
High
<39
Unit
u/L
Oct-22-2020 12:38:46 ACVOPFEINFPE000 | (b) Data Entry: please see comment
(UTC-06:00) Central Time @), Sponsor-Defin 28 not availablein drop
(US & Canada) o ed I dentifier: down
Test:: Aspartate Aminotr
ansferase PX28
Result:: 20
Not Done::
Lab Normal R Low
ange: <39
High
<39
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor-Defin 28
(US & Canada) ed Identifier:
Test:: Aspartate Aminotr
ansferase PX28
Result:: 20
Not Done::
Lab Normal R Low
ange: <39
High
<3(
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

5.c Sponsor 1D:

Date L ocation User Value Reason

Oct-21-2020 14:11:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra Time (autocalc) |28

(US & Canada)

5.c Test:

Date L ocation User Value Reason

Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘t?) ; Aspartate Aminotransferase_PX 28

(US & Canada) ©)

5.c Result:

Date L ocation User Value Reason

Oct-26-2020 19:04:13 ACVOPFEINFP6000 | (b) Query 2: Closed Response satisfies

(UTC-06:00) Central ), query

Time (US & Canada) () (6)

Oct-26-2020 15:31:42 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 2: Answered Changed data per

(UTC-06:00) Central query

Time (US & Canada)

Oct-24-2020 03:03:34 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Closed clinical query present

(UTC-06:00) Central ©) for unit

Time (US & Canada)

Oct-24-2020 00:18:53 ACVOPFEINFPE000 | (b) Query 2: Opened Clin: The Unit should

(UTC-06:00) Central ), be << U/L >>. Please

Time (US & Canada) B update

Oct-22-2020 12:41:09 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 1: Answered please see comment

(UTC-06:00) Central

Time (US & Canada)

Oct-22-2020 12:38:46 ACVOPFEINFPG000 | auto query Query 1: Opened Result is present, but

(UTC-06:00) Central (autoquery) lab normal range

Time (US & Canada) (Low, high or Unit) is
missing. Please
correct or confirm.

Oct-22-2020 03:22:05 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Reissued:Opened DM: Unit ismissing

(UTC-06:00) Central (6) for this test. Please

Time (US & Canada) correct or confirm
appropriately.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Oct/14/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Oct-21-2020 14:13:48 ACVOPFEINFPG000 | (b) (4), (b) (6) | Query 1: Answered Original valueis
(UTC-06:00) Central correct
Time (US & Canada)
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-06:00) Central (autoquery) lab normal range
Time (US & Canada) (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 20
Time (US & Canada)
5.cLNMT
Date L ocation User Value Reason
Oct-26-2020 15:29:11 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time ), Low
(US & Canada) Egg <39
High
<39
Unit
U/L
Oct-22-2020 12:38:46 ACVOPFEINFP6000 | (b) Data Entry: please see comment
(UTC-06:00) Central Time ), Low not availablein drop
(US & Canada) Egg <39 down
High
<39
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) g'gg <39
High
<3(
5.d
Date L ocation User Value Reason
Oct-26-2020 15:29:45 ACVOPFEINFPGE000 |/ (b) Data Entry: UPdated per query
(UTC-06:00) Central Time @), Sponsor -Defined 35
(US & Canada) Eg; Identifier:
Page 348 of 546

*** Confidential***
FDA-CBER-2021-5683-0912755




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

*** Confidential***

Oct/14/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Test:: Alkaline Phospha
tase PX35
Result:: 72
Not Done::
Lab Normal Ra Low
nge: 39
High
117
Unit
U/L
Oct-21-2020 14:11:09 ACVOPFEINFPG000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor-Defined 35
(US & Canada) Identifier:
Test:: Alkaline Phospha
tase PX35
Result:: 72
Not Done::
Lab Normal Ra Low
nge: 39
High
117
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.d Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |35
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Alkaline Phosphatase_PX35
(US & Canada) )

(6)
5.d Result:
Date L ocation User Value Reason
Oct-26-2020 19:04:27 ACVOPFEINFP6000 | (b) Query 2: Closed Response satisfies

(UTC-06:00) Central
Time (US & Canada)

@,
(b) (6)

query

Oct-26-2020 15:32:01
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 2: Answered

Changed data per
query

Oct-24-2020 03:03:50 ACVOPFEINFP6000 | (b)(4), (b) Query 1: Closed clinical query present
(UTC-06:00) Central ©) for unit

Time (US & Canada)

Oct-24-2020 00:19:04 ACVOPFEINFPE000 | (b) Query 2: Opened Clin: The Unit should

(UTC-06:00) Central
Time (US & Canada)

@,
(b) (6)

be << U/L >>. Please
update

Oct-22-2020 12:41:53
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

please see comment

Oct-22-2020 03:22:21
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 1: Reissued:Opened

DM: Unitismissing
for thistest. Please
correct or confirm

appropriately.

Oct-21-2020 14:14:04
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4). (b) (6)

Query 1: Answered

Origina valueis
correct
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

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

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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

Back to Form

*** Confidential***

5.d Result:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 |autoquery |Query 1: Opened Result is present, but
(UTC-06:00) Central Time (autoquery) lab normal range
(US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘;)) 72
US & Canad
( anada) ®)
5.dLNMT
Date L ocation User Value Reason
Oct-26-2020 15:29:45 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time ), Low
(US & Canada) () 39
(6)
High
117
Unit
uU/L
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) (b) 39
(6)
High
117
5.e
Date L ocation User Value Reason
Nov-13-2020 08:43:35 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Time Sponsor -Defined I de 21
(US & Canada) ntifier:
Test:: Bilirubin_P
X21
Result:: 0.3
Not Done::
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Header Text: c4591001

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

Oct/14/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Lab Normal Range: Low
<1.0
High
<1.0
Unit
mg/dL
Nov-11-2020 08:23:06 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Time (b) (4), (®) (6) | Sponsor-Defined Ide 21
(US & Canada) ntifier:
Test:: Bilirubin_P
X21
Result:: 0.3
Not Done::
Lab Normal Range: Low
<1.0
High
<0.10
Unit
mg/dL
Nov-09-2020 09:06:07 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Time Sponsor -Defined | de 21
(US & Canada) ntifier:
Test:: Bilirubin_P
X21
Result:: 0.3
Not Done::
Lab Normal Range: Low
<1.0
High
<.1.0
Unit
mg/dL
Oct-21-2020 14:11:09 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor -Defined | de 21
(US & Canada) ntifier:
Test:: Bilirubin_P
X21
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Result:: 0.3
Not Done::

Lab Normal Range: Low
<1.0

High
<.10

Unit
mg/dL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

5.e Sponsor 1D:

Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |21

(US & Canada)

5.e Test:

Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Bilirubin_PX21

(US & Canada) ©

5.e Result:

Date L ocation User Value Reason
Nov-14-2020 18:57:42 ACVOPFEINFPE000 || (b) Query 1: Closed Response satisfies

(UTC-06:00) Central Time
(US & Canada)

4,
(b) (6)

query

Nov-13-2020 08:43:56
(UTC-06:00) Centra Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

updated

Nov-13-2020 00:02:34
(UTC-06:00) Centra Time
(US & Canada)

ACVOPFEINFP6000

(b)
(OF
(b) (6)

Query 1: Reissued:Opened

Clin: Please the
Bilirubin normal
ranges and Unit
should be entered as
follow "Low <1.0
High <1.0 mg/dL".

Please update

accordingly
Nov-11-2020 08:23:22 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered Changed data per
(UTC-06:00) Central Time (b) (4), (b) (6) query

(US & Canada)

Nov-11-2020 00:54:15
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b)
4)

(6) (6)

Query 1: Reissued:Opened

Clin: Please the
Bilirubin normal
ranges and Unit
should be entered as
follow "Low <1.0
High <1.0 mg/dL"
instead of "Low <1.0
High <.0.10 mg/dL".
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Header Text: c4591001

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

(UTC-06:00) Central Time

Oct/14/2020 eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

Nov-09-2020 09:06:25 ACVOPFEINFPG000 | (b) (4), (b) (6) |Query 1: Answered corrected

(US & Canada)
Nov-07-2020 13:14:50 ACVOPFEINFP6000 | (b) Query 1: Opened Clin: Please the
(UTC-06:00) Central Time ), Bilirubin normal
(US & Canada) (b) (6) ranges and Unit
should be entered as
follow "Low <1.0
High <1.0 mg/dL"
instead of "Low <1.0
High <0.10 mg/dL".
Please update
accordingly
Oct-21-2020 14:11:09 ACVOPFEINFPG000 | (b) (4). (b) (6) |Data Entry: Initial Entry
(UTC-06:00) Centra Time 0.3
(US & Canada)
5.eLNMT
Date L ocation User Value Reason
Nov-13-2020 08:43:35 ACVOPFEINFPG000 | (b) (4), (b) (6) | Data Entry: Transcription Error
(UTC-06:00) Central Time Low
(US & Canada) <1.0
High
<1.0
Unit
mg/dL
Nov-11-2020 08:23:06 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Time (b) (4). (b) (6) |Low
(US & Canada) <1.0
High
<0.10
Unit
mg/dL
Nov-09-2020 09:06:07 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Time Low
(US & Canada) <1.0

*** Confidential***
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Header Text: c4591001

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

Oct/14/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
High
<.1.0
Unit
mg/dL
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time Low
(US & Canada) <1.0
High
<.10
Unit
mg/dL
5.f
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 47
(US & Canada) I dentifier:
Test:: Blood Urea Nitro
gen_PX47
Result:: 24
Not Done::
Lab Normal Ran Low
ge 8
High
23
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Oct/14/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.f Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |47
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Blood Urea Nitrogen PX47
(US & Canada) )
(6)
5.f Result:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 24
US & Canad
( anada) ®)
5f LNMT
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) ggg 8
High
23
Unit
mg/dL
5.9
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 48
(US & Canada) ntifier:
Test:: Creatinine_P
X48
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Result:: 1.0
Not Done::

Lab Normal Range: Low
0.7

High
12

Unit
mg/dL
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

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

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.9 Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |48
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) Creatinine PX48
US & Canad
( anada) ®)
5.9 Result:
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 1.0
US & Canad

( anada) ®)
5gLNMT
Date L ocation User Value Reason
Oct-21-2020 14:11:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) ggg 0.7

High

12
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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

Back to Form

1. Lab Panel:

Date L ocation User Value Reason
Oct-21-2020 14:20:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | CLINICAL CHEMISTRY

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason
Nov-11-2020 13:04:17 ACVOPFEINFP6000 |/(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Nov-11-2020 08:10:01 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-11-2020 08:10:01
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Data Entry:
Huntsville Hospital Systems 101 S

iviey Avenue
Huntsville, Alabama

Transcription Error

Nov-11-2020 02:03:26 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened DM: A carriage

(UTC-06:00) Central (b) (4), (b) (6) return isidentified,

Time (US & Canada) please do not press
enter, tab key or extra
space or copy paste,
just type lab name all
in single line with
comma separated.
Thank you.

Oct-21-2020 14:18:47 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry

(UTC-06:00) Central Huntsville Hospital Systems

Time (US & Canada) 101 Sivley Avnue

Huntsville, Alabama

3. Collection Date:

Date L ocation User Value Reason

Oct-21-2020 14:20:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘I‘;)) Oct/19/2020

US & Canad
( anada) ®)
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
4. Specimen Type:
Date L ocation User Value Reason
Oct-21-2020 14:20:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | BLOOD
(US & Canada)
5a
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 329
(US & Canada) | dentifier:

Test:: C Reactive Prote

in_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran

ge
5.a Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 329
(US & Canada)
S5.aTest:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) ; C Reactive Protein_PX329

US & Canad
(US& Canadg) (6)
5.a Not Done:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) NOT DONE
US & Canad

( anada) ®)
5b
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Nov-10-2020 08:44:51 ACVOPFEINFPG000 | (b) Data Entry: Transcription Error
(UTC-06:00) Central Time @), Sponsor-Defin 30
(US & Canadad) % ed I dentifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: 31
Not Done::
Lab Normal R Low
ange: <42
High
<42
Unit
U/L
Oct-26-2020 15:33:17 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time ), Sponsor-Defin 30
(US & Canada) % ed I dentifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: 31
Not Done::
Lab Normal R Low
ange: <42
High
42
Unit
uU/L
Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor -Define 30
(US & Canada) d Identifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: 31
Not Done::
Lab Normal R Low
ange: <42
High
42
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

5.b Sponsor 1D:

Date L ocation User Value Reason

Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra Time (autocalc) |30

(US & Canada)

5.b Test:

Date L ocation User Value Reason

Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘t?)' Alanine Aminotransferase_PX30

(US & Canada) ©)

5.b Result:

Date L ocation User Value Reason

Oct-26-2020 20:45:45 ACVOPFEINFP6000 | (b) Query 2: Closed Response satisfies

(UTC-06:00) Central ), query

Time (US & Canada) () (6)

Oct-26-2020 15:34:11 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 2: Answered Changed data per

(UTC-06:00) Central query

Time (US & Canada)

Oct-24-2020 03:05:36 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Closed clinical query present

(UTC-06:00) Central ©) for unit

Time (US & Canada)

Oct-24-2020 00:21:01 ACVOPFEINFPE000 || (b) Query 2: Opened Clin: The Unit should

(UTC-06:00) Central ), be << U/L >>. Please

Time (US & Canada) B update

Oct-22-2020 12:44:31 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 1: Answered please see comment

(UTC-06:00) Central

Time (US & Canada)

Oct-22-2020 03:35:09 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Reissued:Opened DM: Unitismissing

(UTC-06:00) Central ©) for this test. Please

Time (US & Canada) correct or confirm

appropriately.

Oct-21-2020 14:19:14 ACVOPFEINFPG000 | (b) (4), (b) (6) |Query 1: Answered Origina valueis

(UTC-06:00) Central correct

Time (US & Canada)

Oct-21-2020 14:17:47 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

(UTC-06:00) Central (autoquery) lab normal range
Time (US & Canada) (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 31
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Nov-10-2020 11:57:53 ACVOPFEINFP6000 | (b) Query 1: Closed Response satisfies
(UTC-06:00) Central Time (OF query
(US & Canada) (8
Nov-10-2020 08:44:51 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Nov-10-2020 08:44:51 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Time Low
(US & Canada) <42
High
<42
Unit
U/L
Nov-10-2020 05:34:49 ACVOPFEINFP6000 |Balgji Prabu | Query 1: Opened Please check high
(UTC-06:00) Central Time R (b) (4) range and remove the
(US & Canada) invalid character
Oct-26-2020 15:33:17 ACVOPFEINFPE000 | (b) (4), (b) (6) |Data Entry: UPdated per query
(UTC-06:00) Central Time Low
(US & Canada) <42
High
42
Unit
uU/L
Oct-21-2020 14:17:47 ACVOPFEINFPG000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time Low
(US & Canada) <42
High
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

42
5.c
Date L ocation User Value Reason
Oct-26-2020 15:33:36 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time (?))' Sponsor-Defin 28
(US & Canada) " ed I dentifier:
Test:: Aspartate Aminotr
ansferase PX28
Result:: 17
Not Done::
Lab Normal R Low
ange: <39
High
<39
Unit
U/L
Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) Sponsor-Defin 28
(US & Canada) ed | dentifier:
Test:: Aspartate Aminotr
ansferase_PX28
Result:: 17
Not Done::
Lab Normal R Low
ange: <39
High
<39
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

5.c Sponsor 1D:

Date L ocation User Value Reason

Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra Time (autocalc) |28

(US & Canada)

5.c Test:

Date L ocation User Value Reason

Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘t?) ; Aspartate Aminotransferase_PX 28

(US & Canada) ©)

5.c Result:

Date L ocation User Value Reason

Oct-26-2020 20:46:11 ACVOPFEINFP6000 | (b) Query 2: Closed Response satisfies

(UTC-06:00) Central ), query

Time (US & Canada) () (6)

Oct-26-2020 15:34:34 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 2: Answered Changed data per

(UTC-06:00) Central query

Time (US & Canada)

Oct-24-2020 03:05:26 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Closed clinical query present

(UTC-06:00) Central ©) for unit

Time (US & Canada)

Oct-24-2020 00:21:11 ACVOPFEINFPE000 || (b) Query 2: Opened Clin: The Unit should

(UTC-06:00) Central ), be << U/L >>. Please

Time (US & Canada) B update

Oct-22-2020 12:44:51 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 1: Answered please see comment

(UTC-06:00) Central

Time (US & Canada)

Oct-22-2020 03:35:09 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Reissued:Opened DM: Unitismissing

(UTC-06:00) Central ©) for this test. Please

Time (US & Canada) correct or confirm

appropriately.

Oct-21-2020 14:19:28 ACVOPFEINFPG000 | (b) (4), (b) (6) |Query 1: Answered Origina valueis

(UTC-06:00) Central correct

Time (US & Canada)

Oct-21-2020 14:17:47 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
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Header Text: c4591001

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

*** Confidential***

Oct/14/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(UTC-06:00) Central (autoquery) lab normal range
Time (US & Canada) (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-06:00) Central 17
Time (US & Canada)
5CcLNMT
Date L ocation User Value Reason
Oct-26-2020 15:33:36 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time ), Low
(US & Canada) % <39
High
<39
Unit
U/L
Oct-21-2020 14:17:47 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) Egg <39
High
<39
5.d
Date L ocation User Value Reason
Oct-26-2020 15:33:54 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time @), Sponsor-Defined 35
(US & Canada) ggg I dentifier:
Test:: Alkaline Phospha
tase PX35
Result:: 67
Not Done::
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Header Text: c4591001

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

Oct/14/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Lab Normal Ra Low
nge: 29
High
117
Unit
U/L
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor -Defined 35
(US & Canada) I dentifier:
Test:: Alkaline Phospha
tase PX35
Result:: 67
Not Done::
Lab Normal Ra Low
nge: 29
High
117
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Oct/14/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.d Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |35
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Alkaline Phosphatase_PX35
(US & Canada) )
(6)
5.d Result:
Date L ocation User Value Reason
Oct-26-2020 20:46:22 ACVOPFEINFP6000 | (b) Query 2: Closed Response satisfies

(UTC-06:00) Central
Time (US & Canada)

@,
(b) (6)

query

Oct-26-2020 15:34:51
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 2: Answered

Changed data per
query

Oct-24-2020 03:05:16 ACVOPFEINFP6000 | (b)(4), (b) Query 1: Closed clinical query present
(UTC-06:00) Central ©) for unit

Time (US & Canada)

Oct-24-2020 00:21:24 ACVOPFEINFPE000 | (b) Query 2: Opened Clin: The Unit should

(UTC-06:00) Central
Time (US & Canada)

@,
(b) (6)

be << U/L >>. Please
update

Oct-22-2020 12:45:14
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

please see comment

Oct-22-2020 03:35:09
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 1: Reissued:Opened

DM: Unitismissing
for thistest. Please
correct or confirm

appropriately.

Oct-21-2020 14:19:53
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4). (b) (6)

Query 1: Answered

Origina valueis
correct
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

5.d Result:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autoquery |Query 1: Opened Result is present, but
(UTC-06:00) Central Time (autoquery) lab normal range
(US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.
Oct-21-2020 14:17:47 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘;)) 67
US & Canad
(US& Canada) ©)
5dLNMT
Date L ocation User Value Reason
Oct-26-2020 15:33:54 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time ), Low
(US & Canada) % 29
High
117
Unit
U/L
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) % 29
High
117
5.e
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Iden 21
(US & Canada) tifier:
Test:: Bilirubin_P
X21
Result:: 0.3
Not Done::
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58

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

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

*** Confidential***

FDA-CBER-2021-5683-0912778

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Lab Normal Range: Low
<1.0
High
<1.0
Unit
mg/dL
5.e Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |21
(US & Canada)
S5.eTest:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) Bilirubin_PX21
US & Canad
( anada) ®)
5.e Result:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 03
US & Canad
( anada) ®)
5.eLNMT
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) 8 <10
High
<1.0
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.f
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 47
(US & Canada) I dentifier:
Test:: Blood Urea Nitro
gen_PX47
Result:: 29
Not Done::
Lab Normal Ran Low
ge: 5
High
28
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Oct/14/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.f Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |47
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 AcvoPrFEINFPe000 | (B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Blood Urea Nitrogen_PX47
(US & Canada)
5.f Result:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 29
US & Canad
( anada) ®)
5f LNMT
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) ) 5
(6)
High
28
Unit
mg/dL

5.9
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 48
(US & Canada) ntifier:

Test:: Creatinine_P

X48
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Result:: 0.8
Not Done::

Lab Normal Range: Low
0.7

High
12

Unit
mg/dL
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Header Text: c4591001

Oct/14/2020

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

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

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.9 Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |48
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) Creatinine PX48
US & Canad
( anada) ®)
5.9 Result:
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) 0.8
US & Canad

( anada) ®)
5gLNMT
Date L ocation User Value Reason
Oct-21-2020 14:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) ggg 0.7

High

12
Unit
mg/dL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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

Back to Form

1. Lab Panel:

Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | CLINICAL CHEMISTRY

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason
Nov-11-2020 13:04:38 ACVOPFEINFP6000 |/(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query

(US & Canada)

Nov-11-2020 08:05:01 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Nov-11-2020 08:05:01
(UTC-06:00) Central Time

ACVOPFEINFP6000

(b) (4), (b) (6)
(b) (4), (b) (6)

Data Entry:
Huntsville Hospital 101 Sivliey Hu

Transcription Error

(US & Canada) ntsville AL 35801

Nov-11-2020 02:03:37 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened DM: A carriage

(UTC-06:00) Central Time (b) (4), (b) (6) return isidentified,

(US & Canada) please do not press
enter, tab key or extra
space or copy paste,
just type lab name all
in single line with
comma separated.
Thank you.

Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) (4). (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Time Huntsville Hospital

(US & Canada) 101 Sivley

Huntsville AL 35901

3. Collection Date:

Date L ocation User Value Reason

Nov-09-2020 12:56:58 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘;)) Oct/23/2020

US & Canad
(US& Canadg) (®)
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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

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

4. Specimen Type:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | BLOOD
(US & Canada)
5a
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 329
(US & Canada) I dentifier:

Test:: C Reactive Prote

in_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran

ge
5.a Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 329
(US & Canada)
S5.aTest:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) C Reactive Protein_PX329

US & Canad
(US& Canadg) (®)
5.a Not Done:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) NOT DONE
US & Canad

( anada) ®)
5b

*** Confidential***
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Define 30
(US & Canada) d Identifier:
Test:: Alanine Aminotran
sferase PX30
Result:: 33
Not Done::
Lab Normal Ra Low
nge: <42
High
<42
Unit
u/L
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

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

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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

*** Confidential***

5.b Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |30
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘)))’ Alanine Aminotransferase_PX30
US & Canad
( anada) ®)
5.b Result:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)), 33
US & Canad

( anada) ®)
5bLNMT
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg <42

High

<42
Unit
u/L

5.c
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Define 28
(US & Canada) d Identifier:

Test:: Aspartate Aminotra

nsferase PX28
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44
Result:: 21
Not Done::
Lab Normal R Low
ange: <39
High
<39
Unit
U/L
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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

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

*** Confidential***

5.c Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |28
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘)))’ Aspartate Aminotransferase_PX28
US & Canad
( anada) ®)
5.c Result:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 21
US & Canad
(US& Canadg) (®)
5.cLNMT
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg <39
High
<39
Unit

u/L
5d
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 35
(US & Canada) | dentifier:

Test:: Alkaline Phospha
tase PX35
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44
Result:: 65
Not Done::
Lab Normal Ran Low
ge 39
High
117
Unit
U/L
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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

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

*** Confidential***

5.d Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |35
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Alkaline Phosphatase PX35
US & Canad
( anada) ®)
5.d Result:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:)))v 65
US & Canad

(US& Canadg) (®)
5dLNMT
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 39

High

117
Unit
u/L

S5.e
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Iden 21
(US & Canada) tifier:

Test:: Bilirubin_P

X21
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Result:: 3
Not Done::
Lab Normal Range: Low
<10
High
<1.0
Unit
mg/dL
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

5.e Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |21
(US & Canada)
5.e Test:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Bilirubin_PX21
US & Canad
( anada) ®)
5.e Result:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 3
US & Canad

(US& Canadg) (®)
5.eLNMT
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg <10

High

<1.0
Unit
mg/dL
5.f
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined 47
(US & Canada) | dentifier:
Test:: Blood Urea Nitro
gen PX47
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Result:: 25
Not Done::
Lab Normal Ran Low
ge: 22
High
29
Unit
mg/dL
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.f Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |47
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Blood Urea Nitrogen PX47
US & Canad
( anada) ®)
5.f Result:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 25
US & Canad

(US& Canadg) (®)
5f LNMT
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 2

High

29
Unit
mg/dL

5.9
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 48
(US & Canada) ntifier:

Test:: Creatinine_P

X48
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Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 15:58
Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Result:: 0.9
Not Done::

Lab Normal Range: Low
0.7

High
12

Unit
mg/dL
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Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |48
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Creatinine PX48
US & Canad
( anada) ®)
5.9 Result:
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 0.9
US & Canad

( anada) ®)
5gLNMT
Date L ocation User Value Reason
Nov-09-2020 12:56:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 0.7

High

12
Unit
mg/dL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Oct/14/2020 Trail

Form Version: 15-Sep-2020 21:55 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 || (b) Form Created
(UTC-06:00) Central Time ((ltla)),
(US & Canada) ©)
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Header Text: c4591001

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

Time (US & Canada)

Oct/14/2020 Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 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

Oct-21-2020 14:31:48 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | HEMATOLOGY

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Dec-02-2020 10:06:41 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Closed Data updated.

(UTC-06:00) Central (6)

Time (US & Canada)

Dec-02-2020 08:12:32 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-02-2020 08:12:32 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-06:00) Central Huntsville Hospital 101 Siviey Hu

Time (US & Canada) ntsville Alabama 35801

Dec-02-2020 05:08:12 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Opened DM RQ1 :A carriage

(UTC-06:00) Central (6) return is still

Time (US & Canada) identified, Please
click into the
enterable page and
press delete and
backspace multiple
timesto remove the
characters. Do not
press enter key, just
typelab nameall in
single line with
comma separated.

Nov-11-2020 13:02:57 ACVOPFEINFPE000 |/(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (8) query

Time (US & Canada)

Nov-11-2020 08:06:05 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Nov-11-2020 08:06:05
(UTC-06:00) Central

ACVOPFEINFP6000

(b) (4), (b) (6)
(b) (4), (b) (6)

Data Entry:
Huntsville Hospital Systems 101 S

Transcription Error

*** Confidential***
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Time (US & Canada)

iviey Huntsville Alabama 35801

Nov-11-2020 02:05:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(©) (4), ) (6) | Query 1: Opened DM: A carriage

(b) (4), (b) (6) return is identified,
please do not press
enter, tab key or

extra space or copy
paste, just type lab
name all in single
line with comma

separated. Thank
you.
Oct-21-2020 14:31:48 ACVOPFEINFPE000 |(b) (4). (b) (6) |Data Entry: Initial Entry
(UTC-06:00) Central Huntsville Hospital Systems
Time (US & Canada) 101 Sivley Avnue
Huntsville, Alabama
3. Collection Date:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((1)) Oct/16/2020
US & Canad

( anada) ®)
4. Specimen Type:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLOOD
(US & Canada)
5.a
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 1
(US & Canada) ntifier:

Test:: Hemoglobin_

PX1
Result:: 154
Not Done::
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Lab Normal Range: Low
12.2
High
16.7
Unit
g/dL
5.a Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
5.a Test:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘2)' Hemoglobin_PX1
US & Canad
( anada) ®)
5.a Result:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘l‘))) 15.4
US & Canad
( anada) ®)
5aLNMT
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 122
High
16.7
Unit
g/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5b
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 2
(US & Canada) ntifier:
Test:: Hematocrit
PXx2
Result:: 43.7
Not Done::
Lab Normal Range: Low
38.2
High
49.2
Unit
%
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.b Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |2
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) Hematocrit_PX2
US & Canad
( anada) ®)
5.b Result:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 43.7
US & Canad
( anada) ®)
5bLNMT
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) ggg 38.2

High

49.2
Unit
%

5.c
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 3
(US & Canada) ntifier:

Test:: Erythrocytes

PX3
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 5.27
Not Done::
Lab Normal Range: Low
4.40
High
5.50
Unit
10"6/cu mm
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.c Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Erythrocytes PX3
(US & Canada) )
(6)
5.c Result:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 5.27
US & Canad
(US& Canadg) (6)
5.cLNMT
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) ggg 4.40
High
5.50
Unit
1076/cu mm
5d
Date L ocation User Value Reason
Oct-26-2020 15:37:33 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time ), Sponsor-Defined Iden 5
(US & Canada) o tifier:
Test:: Platelets P
X5
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 160
Not Done::
Lab Normal Range: Low
137
High
352
Unit
10"3/uL
Oct-21-2020 14:31:48 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor -Defined Iden 5
(US & Canada) tifier:
Test:: Platelets P
X5
Result:: 160
Not Done::
Lab Normal Range: Low
137
High
352
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.d Sponsor 1D:

Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5

(US & Canada)

5.d Test:

Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Platelets PX5

(US & Canada) ©

5.d Result:

Date L ocation User Value Reason
Oct-26-2020 19:01:13 ACVOPFEINFP6000 | (b) Query 2: Closed Response satisfies

(UTC-06:00) Central Time

(OF
(b) (6)

query

(US & Canada)

Oct-26-2020 15:39:50 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 2: Answered Changed data per

(UTC-06:00) Central Time query

(US & Canada)

Oct-24-2020 00:25:36 ACVOPFEINFPE000 | (b) Query 2: Opened Clin: The Unit

(UTC-06:00) Central Time ), should be <<

(US & Canada) (b) (6) 10"3/uL >>. Please
update accordingly

Oct-22-2020 03:32:26 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central Time
(US & Canada)

(6)

query

Oct-21-2020 16:15:49
(UTC-06:00) Central Time

ACVOPFEINFP6000

(b) (4), (b) (6)
(b) (4), (b) (6)

Query 1: Answered

added in comments
sinceit isnot an

(US & Canada) optionin thedrop
down box

Oct-21-2020 14:31:48 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but

(UTC-06:00) Central Time (autoquery) lab normal range

(US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.

Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (0) (4).(b) (6) | pata Entry: Initial Entry

(UTC-06:00) Central Time 160

Page 399 of 546

*** Confidential***

FDA-CBER-2021-5683-0912806
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

(US & Canada) (b) (4), (b) (6)
5dLNMT
Date L ocation User Value Reason
Oct-26-2020 15:37:33 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time @), Low
(US & Canada) Egg 137
High
352
Unit
10M3/uL
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 137
High
352
5e
Date L ocation User Value Reason
Oct-26-2020 15:37:53 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time ), Sponsor-Defined Ide 7
(US & Canada) i ntifier:
Test:: Leukocytes
PX7
Result:: 4.63
Not Done::
Lab Normal Range: Low
4.10
High
12.20
Unit
10"3/uL
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor-Defined Ide 7
(US & Canada) ntifier:
Test:: Leukocytes
PX7
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 4.63
Not Done::
Lab Normal Range: Low
4.10
High
12.20
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.e Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |7
(US & Canada)
5.e Test:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Leukocytes PX7
(US & Canada) )
(6)
5.e Result:
Date L ocation User Value Reason
Oct-26-2020 19:01:23 ACVOPFEINFP6000 | (b) Query 2: Closed Response satisfies
(UTC-06:00) Central ), query
Time (US & Canada) () (6)
Oct-26-2020 15:40:22 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 2: Answered Changed data per
(UTC-06:00) Central query
Time (US & Canada)
Oct-24-2020 00:25:53 ACVOPFEINFPE000 | (b) Query 2: Opened Clin: The Unit should
(UTC-06:00) Central ), be << 10"3/uL >>.
Time (US & Canada) {9719 Please update
accordingly
Oct-23-2020 03:25:20 ACVOPFEINFP6000 | (b)(4), (b) Query 1: Closed Response satisfies
(UTC-06:00) Central (6) query
Time (US & Canada)
Oct-22-2020 12:11:29 ACVOPFEINFPG000 |(b) (4), (b) (6) |Query 1: Answered please note that this
(UTC-06:00) Central isin the comment
Time (US & Canada) because the correct
unit is not in the drop
down.
Oct-22-2020 03:35:09 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Reissued:Opened DM: Unit ismissing
(UTC-06:00) Central (6) for thistest. Please
Time (US & Canada) correct or confirm
appropriately.
Oct-21-2020 16:19:22 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered Changed data per
(UTC-06:00) Central query
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Header Text: c4591001

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

*** Confidential***

Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Time (US & Canada)
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-06:00) Central (autoquery) lab normal range
Time (US & Canada) (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-06:00) Central 4,63
Time (US & Canada)
5.eLNMT
Date L ocation User Value Reason
Oct-26-2020 15:37:53 ACVOPFEINFPE000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 410
High
12.20
Unit
10M3/uL
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Low
(US & Canada) Egg 410
High
12.20
5f
Date L ocation User Value Reason
Oct-26-2020 15:38:12 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time ), Sponsor-Defined Id 608
(US & Canada) % entifier:
Test:: Neutrophils P
X608
Result:: 294
Not Done::
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Lab Normal Range Low

1.50
High
7.90
Unit
10"3/uL
Oct-22-2020 12:14:47 ACVOPFEINFP6000 || (b) Data Entry: Transcription Error
(UTC-06:00) Central Time ), Sponsor-Defined Id 608
(US & Canack) = entifier:
Test:: Neutrophils P
X608
Result:: 294
Not Done::
Lab Normal Range Low
: 1.50
High
7.90
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor-Defined | 608
(US & Canada) dentifier:
Test:: Neutrophils P
X608
Result:: 63.5
Not Done::
Lab Normal Range Unit
: %
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

5.f Sponsor ID:

Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 608

(US & Canada)

5.f Test:

Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) Neutrophils_PX608

(US & Canada) ©)

5.f Result:

Date L ocation User Value Reason
Oct-26-2020 19:01:35 ACVOPFEINFP6000 | (b) Query 3: Closed Response satisfies
(UTC-06:00) Central Time ), query

(US & Canada) (b) (6)

Oct-26-2020 15:40:07 ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 3: Answered Changed data per
(UTC-06:00) Central Time query

(US & Canada)

*** Confidential***
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

5.f Result:

Date L ocation User Value Reason
Oct-24-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Clin query

06:54:33 (b) (4), (b) (6) Closed

(UTC-06:00)

Central Time

(US&

Canada)

Oct-24-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: | Clin: The Unit should
00:23:49 (b) (4), (b) (6) Opened | be << 10MN3/uL >>.
(UTC-06:00) Please update
Central Time accordingly

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: | Auto closed by
20:48:15 (b) (4) Closed Validation Check:
(UTC-06:00) VC_LB001 08
Central Time

(US&

Canada)

Oct-22-2020 | ACVOPFEINFPG000 (b) (4). (b) (6) Query 1. | added and unitsisin
12:17:53 Answere | comment not
(UTC-06:00) d availablein drop
Central Time down

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6000 auto query Query 2: | Transcription Error
12:14:47 (autoquery) Answere

(UTC-06:00) d

Central Time

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6E000 auto query Query 1: | Result is present, but
12:14:47 (autoquery) Opened | lab normal range
(UTC-06:00) (Low, high or Unit) is
Central Time missing. Please
(Us& correct or confirm.
Canada)

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Transcription Error
12:14:47 ry:
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*** Confidential***

Header Text: c4591001

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

Oct/14/2020 Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

(UTC-06:00) 2.94

Central Time

(Us&

Canada)

Oct-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: | DMW5127417;Please

05:04:48 (b) (4) Opened | confirm that the WBC

(UTC-06:00) differentials are

Central Time entered as absolute

(Us& values instead of

Canada) percentages, or
correct as appropriate.

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | DM: Ranges (low and

03:24:06 (6) Reissued: | high) are missing for

(UTC-06:00) Opened | thistest. Please

Central Time correct or confirm

(Us& appropriately.

Canada)

Oct-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. | Changed data per

16:18:00 (b) (4), (b) (6) Answere | query

(UTC-06:00) d

Central Time

(Us&

Canada)

Oct-21-2020 | ACVOPFEINFPG000 auto query Query 1: [ Result is present, but

14:31:48 (autoquery) Opened | lab normal range

(UTC-06:00) (Low, high or Unit) is

Central Time missing. Please

(Us& correct or confirm.

Canada)

Oct-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Initial Entry

14:31:48 ry:

(UTC-06:00) 63.5

Central Time

(Us&

Canada)

5f LNMT

Date L ocation User Value Reason

Oct-26-2020 15:38:12 ACVOPFEINFP6000 |' (b) Data Entry: UPdated per query

(UTC-06:00) Central Time 4), Low

(US & Canada) Eg; 1.50
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

High
7.90
Unit
10"3/uL
Oct-22-2020 12:14:47 ACVOPFEINFP6000 |’ (b) Data Entry: Transcription Error
(UTC-06:00) Central Time 4), Low
(US & Canada) % 1.50
High
7.90
Oct-21-2020 14:31:48 ACVOPFEINFP6000 (' (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Unit
(US & Canada) % %
590
Date L ocation User Value Reason
Oct-26-2020 15:38:32 ACVOPFEINFP6000 |’ (b) Data Entry: UPdated per query
(UTC-06:00) Central Time 4), Sponsor-Defined | 609
(US & Canada) Eg; dentifier:
Test:: Eosinophils P
X609
Result:: 0.0
Not Done::

Lab Normal Range Low

0.00

High
0.50

Unit
10"3/uL

Oct-22-2020 12:18:48
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 | (b)

(4),
(b)
(6)

Data Entry:

Sponsor -Defined | d 609

entifier:
Test::

Result::
Not Done::

Transcription Error

Eosinophils P
X609
0.0

Page 408 of 546

*** Confidential***
FDA-CBER-2021-5683-0912815




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Lab Normal Range Low
: 0.00
High
0.50
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor -Defined Id 609
(US & Canada) entifier:
Test:: Eosinophils
PX609
Result:: 0.0
Not Done::
Lab Normal Range
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

5.9 Sponsor ID:

Date L ocation User Value Reason

Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 609
(US & Canada)

5.9 Test:

Date L ocation User Value Reason

Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Eosinophils_PX609

(b)
(US & Canada) o

5.9 Result:

Date L ocation User Value Reason

Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: | Response satisfies
19:01:47 Closed query
(UTC-06:00)
Centra Time
Us&
Canada)

Oct-26-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: | Changed data per
15:40:39 Answered | query
(UTC-06:00)
Central Time
(US&
Canada)

Oct-24-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Clin query
06:54:21 (b) (4), (b) (6) Closed
(UTC-06:00)
Centra Time
use&
Canada)

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Oct-24-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 3: | Clin: The Unit should
00:24:01 Opened be << 10"3/uL >>.
(UTC-06:00) Please update

Central Time accordingly

(US&
Canada)

Oct-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: | Auto closed by
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

20:48:15 (b) (4) Closed Validation Check:

(UTC-06:00) VC_LB001 08

Central Time

use&

Canada)

Oct-22-2020 | ACVOPFEINFPE000 (b) (4), () (6) Query 2: | Changed data per

12:20:52 Answered | query

(UTC-06:00)

Central Time

use&

Canada)

Oct-22-2020 | ACVOPFEINFP&000 (b) (4), (b) (6) Query 1: | up dated and unitsis

12:20:32 Answered |in comment

(UTC-06:00)

Central Time

Us&

Canada)

Oct-22-2020 ACVOPFEINFP6000 auto query Query 1. | Result is present, but

12:18:48 (autoquery) Opened lab normal range

(UTC-06:00) (Low, high or Unit) is

Central Time missing. Please

(Us& correct or confirm.

Canada)

Oct-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: | DMW5127412;Please

05:04:48 (b) (4) Opened confirm that the WBC

(UTC-06:00) differentials are

Central Time entered as absolute

(Us& values instead of

Canada) percentages, or
correct as appropriate.

Oct-22-2020 | ACVOPFEINFPS000 (b) (4), (b) Query 1: | DM: Resultis

03:25:27 (6) Reissued: | present, however lab

(UTC-06:00) Opened normal ranges (Low,

Central Time high) and Unit are

(Us& missing. Please

Canada) correct or confirm.

Oct-21-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query 1: | Original valueis

16:21:47 (b) (4), (b) (6) Answered | correct

(UTC-06:00)

Central Time

use&

Canada)

*** Confidential***
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Oct-21-2020 ACVOPFEINFP6000 auto query Query 1: | Result is present, but
14:31:48 (autoquery) Opened lab normal range
(UTC-06:00) (Low, high or Unit) is
Central Time missing. Please
(Us& correct or confirm.
Canada)
Oct-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Initial Entry
14:31:48 ry:
(UTC-06:00) 0.0
Central Time
(US&
Canada)
59LNMT
Date L ocation User Value Reason
Oct-26-2020 15:38:32 ACVOPFEINFP6000 | (b) Data Entry: UPdated per query
(UTC-06:00) Central Time 4), Low
(US & Canada) % 0.00
High
0.50
Unit
10"3/uL
Oct-22-2020 12:18:48 ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-06:00) Central Time 4), Low
(US & Canada) % 0.00
High
0.50
5.h
Date L ocation User Value Reason
Oct-26-2020 15:38:51 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: UPdated per query
(UTC-06:00) Central Time Sponsor-Defined | 612
(US & Canada) dentifier:
Test:: Monocytes P
X612
Result:: 0.48
Not Done::
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Lab Normal Rang Low
e 0.30
High
1.10
Unit
10"3/uL
Oct-22-2020 12:23:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: not availablein drop
(UTC-06:00) Central Time Sponsor-Defined | 612 down. in comments
(US & Canada) dentifier:
Test:: Monocytes P
X612
Result:: 0.48
Not Done::
Lab Normal Range Low
: 0.30
High
1.10
Oct-22-2020 12:22:34 ACVOPFEINFPE000 | (b) (4), (b) (6) |Data Entry: Transcription Error
(UTC-06:00) Centra Time Sponsor-Defined | 612
(US & Canada) dentifier:
Test:: Monocytes P
X612
Result:: 0.48
Not Done::
Lab Normal Range Low
: 0.30
High
1010
Oct-21-2020 16:25:11 ACVOPFEINFPGE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (4). (b) (6) | Sponsor-Defined | 612
(US & Canada) dentifier:
Test:: Monocytes P
X612
Result:: 104
Not Done::
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Lab Normal Rang Unit
e %

Oct-21-2020 14:31:48 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor-Defined | 612
(US & Canada) dentifier:
Test:: Monocytes P
X612
Result:: 104
Not Done::

Lab Normal Range

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/14/2020

Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

5.h Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 612
(US & Canada)
5.h Test:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Monocytes PX612
(US & Canada) )
(6)

5.h Result:
Date L ocation User Value Reason
Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 4: Clos | Response
19:02:01 ed satisfies query
(UTC-06:00)
Central Time
(US & Canada)
Oct-26-2020 ACVOPFEINFP6000 (b) (4, (b) (6) Query 4: Ans | Changed data
15:40:53 wered per query
(UTC-06:00)
Central Time
(US & Canada)
Oct-24-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: Clos | clinical query
03:04:40 (6) ed present for unit
(UTC-06:00)
Central Time
(US & Canada)
Oct-24-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 4: Ope | Clin: The Unit
00:24:12 ned should be <<
(UTC-06:00) 10°3/uL >>.
Central Time Please update
(US & Canada) accordingly
Oct-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Clos | Auto closed by
20:48:15 (b) (4) ed Validation
(UTC-06:00) Check:
Central Time VC_LB001_08
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1047

Subject No: 10471252

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Oct-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Ans | not availablein

12:27:47 wered drop downin

(UTC-06:00) comments

Central Time

(US & Canada)

Oct-22-2020 ACVOPFEINFP6000 auto query Query 3: Ans | Transcription

12:22:34 (autoquery) wered Error

(UTC-06:00)

Central Time

(US & Canada)

Oct-22-2020 ACVOPFEINFP6000 auto query Query 1: Ope | Result is present,

12:22:34 (autoquery) ned but lab normal

(UTC-06:00) range (Low, high

Centra Time or Unit) is

(US & Canada) missing. Please
correct or
confirm.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

5.h Result:

Date L ocation User Value Reason

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Transcription Error
12:22:34 ry:

(UTC-06:00) 0.48

Central Time

(Us&

Canada)

Oct-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: | DMW5127410;Please
05:04:48 (b) (4) Opened | confirm that the WBC
(UTC-06:00) differentials are
Central Time entered as absolute
(Us& values instead of
Canada) percentages, or

correct as appropriate.

Oct-22-2020 | ACVOPFEINFPG000 (b) (4), (b) Query 2: | requery present
03:27:04 ® Closed

(UTC-06:00)

Central Time

(Us&

Canada)

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1. | DM: Thanks for
03:26:43 (6) Reissued: | confirming. Please
(UTC-06:00) Opened add an item comment
Central Time stating the below
(US& response.

Canada)

Oct-21-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 2: [ No normal lab range
16:26:08 (b) (4), (b) (6) Answere | provided on lab
(UTC-06:00) d results. % only.
Central Time

(Us&

Canada)

Oct-21-2020 | ACVOPFEINFP6000 auto query Query 2: | Result is present, but
16:25:11 (autoquery) Opened | lab normal range
(UTC-06:00) (Low, high or Unit) is
Central Time missing. Please
(Us& correct or confirm.
Canada)

Oct-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | nolab normal range

*** Confidential***
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

16:22:51 (b) (4), (b) (6) Answere | provided on lab
(UTC-06:00) d results. % only
Central Time
(US&
Canada)
Oct-21-2020 | ACVOPFEINFP6E000 auto query Query 1: | Result is present, but
14:31:48 (autoquery) Opened | lab normal range
(UTC-06:00) (Low, high or Unit) is
Central Time missing. Please
(Us& correct or confirm.
Canada)
Oct-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Initial Entry
14:31:48 ry:
(UTC-06:00) 10.4
Central Time
(US&
Canada)
5hLNMT
Date L ocation User Value Reason
Oct-26-2020 15:38:51 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: UPdated per query
(UTC-06:00) Central Low
Time (US & Canada) 0.30
High
1.10
Unit
10"3/uL
Oct-22-2020 12:23:28 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: not available in drop
(UTC-06:00) Central Low down. in comments
Time (US & Canada) 0.30
High
1.10
Oct-22-2020 12:22:34 ACVOPFEINFPG000 | (b) (4), (b) (6) | Data Entry: Transcription Error
(UTC-06:00) Central Low
Time (US & Canada) 0.30
High
1010
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Header Text: c4591001

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

Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Oct-21-2020 16:25:11 ACVOPFEINFP6000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central (b) (4), (b) (6) | Unit
Time (US & Canada) %
5.
Date L ocation User Value Reason
Oct-26-2020 15:39:16 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: UPdated per query
(UTC-06:00) Central Time Sponsor-Defined 1d 610
(US & Canada) entifier:
Test:: Basophils P
X610
Result:: 0.0
Not Done::
Lab Normal Range Low
: 0.00
High
0.01
Unit
10M3/uL
Oct-22-2020 12:28:48 ACVOPFEINFP6000 | () (4), (b) (6) | Data Entry: Transcription Error
(UTC-06:00) Central Time Sponsor-Defined 1d 610
(US & Canada) entifier:
Test:: Basophils P
X610
Result:: 0.0
Not Done::
Lab Normal Range Low
: 0.00
High
0.01
Oct-21-2020 16:25:11 ACVOPFEINFPE000 |(0) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (4). (b) (6) | Sponsor-Defined Id 610
(US & Canada) entifier:
Test:: Basophils P
X610
Result:: 0.0
Not Done::
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Lab Normal Range Unit
: %

Oct-21-2020 14:31:48 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) Sponsor-Defined Id 610
(US & Canada) entifier:
Test:: Basophils P
X610
Result:: 0.0
Not Done::

Lab Normal Range

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)
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Oct/14/2020

Site No: 1047

Generated By:

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Form Version: 15-Sep-2020 21:55

Subject No: 10471252

(b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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

5.i Sponsor ID:

Date

L ocation

User

Value

Reason

(US & Canada)

Oct-21-2020 14:31:48
(UTC-06:00) Central Time

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.1 Test:

Date

L ocation

User

Value

Reason

(US & Canada)

Oct-21-2020 14:31:48
(UTC-06:00) Central Time

ACVOPFEINFP6000 | (b)

((OF
(b)
(6)

Data Entry:
Basophils PX610

Initial Entry

5.i Result:

Date

L ocation

User

Value

Reason

Oct-26-2020
19:02:13
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 4:
Closed

Response satisfies
query

Oct-26-2020
15:41:07
(UTC-06:00)
Central Time
use&
Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 4:
Answered

Changed data per
query

Oct-24-2020
06:54:04
(UTC-06:00)
Centra Time
(Us&
Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)
(b) (4), (b) (6)

Query 1:
Closed

Clin query

Oct-24-2020
00:24.23
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 4:
Opened

Clin: The Unit should
be << 1073/uL >>.
Please update
accordingly

Oct-23-2020

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1:

please see comment

*** Confidential***
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

07:43:20 (b) (4). (b) (6) Answered

(UTC-06:00)

Central Time

(US&

Canada)

Oct-23-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 1: | DM: Thanks for the
03:15:47 Reissued: | response, however
(UTC-06:00) Opened unit is still missing,
Central Time please review and
(Us& update.

Canada)

Oct-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: | Auto closed by
20:48:15 (b) (4) Closed Validation Check:
(UTC-06:00) VC_LB001_08
Central Time

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: | confirm

12:31:02 Answered

(UTC-06:00)

Central Time

(UsS&

Canada)

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Changed data per
12:30:15 Answered | query

(UTC-06:00)

Central Time

(US&

Canada)

Oct-22-2020 ACVOPFEINFP6000 auto query Query 1: | Result is present, but
12:28:48 (autoquery) Opened lab normal range
(UTC-06:00) (Low, high or Unit) is
Central Time missing. Please
(Us& correct or confirm.
Canada)

Oct-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: | DMW5127416;Please
05:04:48 (b) (4) Opened confirm that the WBC
(UTC-06:00) differentials are
Central Time entered as absolute
(Us& values instead of
Canada) percentages, or

correct as appropriate.
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Oct/14/2020

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Form Version: 15-Sep-2020 21:55

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

Oct-22-2020 | ACVOPFEINFPS000 (b) (4), (b) Query 2: | requery present
03:28:47 ®) Closed

(UTC-06:00)

Central Time

us&

Canada)

Oct-22-2020 | ACVOPFEINFPE000 (b) (4), (b) Query 1: | DM: Ranges (low and
03:28:10 (6) Reissued: | high) are missing for
(UTC-06:00) Opened thistest. Please
Central Time correct or confirm
(Us& appropriately.
Canada)

Oct-21-2020 | ACVOPFEINFP&000 (b) (4). (b) (6) Query 2. [ No normal lab range
16:26:24 (b) (4), (b) (6) Answered | provided on lab
(UTC-06:00) results. % only.
Central Time

Us&

Canada)

Oct-21-2020 ACVOPFEINFP6000 auto query Query 2: | Result is present, but
16:25:11 (autoquery) Opened lab normal range
(UTC-06:00) (Low, high or Unit) is
Central Time missing. Please
(Us& correct or confirm.
Canada)

Oct-21-2020 | ACVOPFEINFPS000 (b) (4), (b) (6) Query 1: | Changed data per
16:23:52 (b) (4), (b) (6) Answered | query

(UTC-06:00)

Central Time

Us&

Canada)

Oct-21-2020 ACVOPFEINFP6000 auto query Query 1: | Result is present, but
14:31:48 (autoquery) Opened lab normal range
(UTC-06:00) (Low, high or Unit) is
Central Time missing. Please
(Us& correct or confirm.
Canada)

Oct-21-2020 | ACVOPFEINFPE000 (b) (4), () (6) Data Ent | Initial Entry
14:31:48 ry:

(UTC-06:00) 0.0

Central Time

use&

Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5i LNMT
Date L ocation User Value Reason
Oct-26-2020 15:39:16 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: UPdated per query
(UTC-06:00) Central Time Low
(US & Canada) 0.00
High
0.01
Unit
10"3/uL
Oct-22-2020 12:28:48 ACVOPFEINFPE000 | (b) (4). (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Time Low
(US & Canada) 0.00
High
0.01
Oct-21-2020 16:25:11 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (4), (b) (6) | Unit
(US & Canada) %
5
Date L ocation User Value Reason
Oct-26-2020 15:39:35 ACVOPFEINFPE000 | (b) (4), (b) (6) |Data Entry: UPdated per query
(UTC-06:00) Central Time Sponsor -Defined | 611
(US & Canada) dentifier:
Test:: Lymphocytes
PX611
Result:: 121
Not Done::
Lab Normal Rang Low
e 1.10
High
3.40
Unit
10"3/uL
Oct-22-2020 12:32:19 ACVOPFEINFPG000 |(b) (4), (b) (6) | DataEntry: Transcription Error
(UTC-06:00) Central Time Sponsor-Defined | 611
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
dentifier:
Test:: Lymphocytes
PX611
Result:: 121
Not Done::
Lab Normal Rang Low
e 1.10
High
3.40
Oct-21-2020 16:25:11 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (4), (0) (6) | sponsor-Defined | 611
(US & Canada) dentifier:
Test:: Lymphocytes
PX611
Result:: 36.3
Not Done::
Lab Normal Rang Unit
e %
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Sponsor-Defined | 611
(US & Canada) dentifier:
Test:: Lymphocytes
_PX611
Result:: 36.3
Not Done::
Lab Normal Rang
e
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.j Sponsor ID:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 611
(US & Canada)
5] Test:
Date L ocation User Value Reason
Oct-21-2020 14:31:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Lymphocytes PX611
(US & Canada) )

(6)
5.j Result:
Date L ocation User Value Reason
Oct-26-2020 19:02:26 ACVOPFEINFPE000 | (b) Query 4: Closed Response satisfies
(UTC-06:00) Central ), query

Time (US & Canada)

(b) (6)

Oct-26-2020 15:41:22 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 4: Answered Changed data per
(UTC-06:00) Central query

Time (US & Canada)

Oct-24-2020 06:53:54 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Clin query
(UTC-06:00) Central (b) (4), (b) (6)

Time (US & Canada)

Oct-24-2020 00:24:35 ACVOPFEINFPE000 | (b) Query 4: Opened Clin: The Unit
(UTC-06:00) Central ), should be <<

Time (US & Canada)

(0) (6) 1073/uL >>. Please

update accordingly
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

5.j Result:

Date L ocation User Value Reason
Oct-23-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. [theunitisnotinthe
07:36:21 Answere |drop down butisin
(UTC-06:00) d the comment section
Central Time

(US&

Canada)

Oct-23-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | DM: Thanksfor the
03:14:55 Reissued: | response, however
(UTC-06:00) Opened | unitis not updated
Central Time yet, please review and
(Us& update

Canada)

Oct-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: | Auto closed by
20:48:15 (b) (4) Closed Validation Check:
(UTC-06:00) VC_LB001 08
Central Time

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6000 (b) (4). (b) (6) Query 1. | udated

12:33:44 Answere

(UTC-06:00) d

Central Time

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6000 auto query Query 3: | Transcription Error
12:32:19 (autoquery) Answere

(UTC-06:00) d

Central Time

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6E000 auto query Query 1: | Result is present, but
12:32:19 (autoquery) Opened | lab normal range
(UTC-06:00) (Low, high or Unit) is
Central Time missing. Please
(Us& correct or confirm.
Canada)

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Transcription Error
12:32:19 ry:
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1047

Subject No: 10471252

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

(UTC-06:00) 121

Central Time

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: | DMW5127415;Please

05:04:48 (b) (4) Opened | confirm that the WBC

(UTC-06:00) differentials are

Central Time entered as absolute

(Us& values instead of

Canada) percentages, or
correct as appropriate.

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | requery present

03:31:05 ®) Closed

(UTC-06:00)

Central Time

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | DM: Thanksfor

03:30:24 ©) Reissued: | confirming. Please

(UTC-06:00) Opened | add an item comment

Central Time stating the below

(Us& response.

Canada)

Oct-21-2020 | ACVOPFEINFP6000 (b) (4). (b) (6) Query 2: | No normal lab range

16:26:35 (b) (4), (b) (6) Answere | provided on lab

(UTC-06:00) d results. % only.

Central Time

(US&

Canada)

Oct-21-2020 | ACVOPFEINFP6000 auto query Query 2: | Result is present, but

16:25:11 (autoquery) Opened | lab normal range

(UTC-06:00) (Low, high or Unit) is

Central Time missing. Please

(US& correct or confirm.

Canada)

Oct-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: [ No normal lab range

16:24:53 (b) (4), (b) (6) Answere | provided on lab

(UTC-06:00) d results. % only.

Central Time

(UsS&

Canada)

Oct-21-2020 | ACVOPFEINFP6000 auto query Query 1: | Result is present, but

14:31:48 (autoquery) Opened | lab normal range
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Oct/14/2020

Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen, Verified

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

Time (US & Canada)

%

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(UTC-06:00) (Low, high or Unit) is
Central Time missing. Please
(US& correct or confirm.
Canada)
Oct-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Initia Entry
14:31:48 ry:
(UTC-06:00) 36.3
Central Time
(US&
Canada)
5j LNMT
Date L ocation User Value Reason
Oct-26-2020 15:39:35 ACVOPFEINFP6000 | (b) (4), (b) (6) |Data Entry: UPdated per query
(UTC-06:00) Central Low
Time (US & Canada) 1.10
High
3.40
Unit
10"3/uL
Oct-22-2020 12:32:19 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Low
Time (US & Canada) 1.10
High
3.40
Oct-21-2020 16:25:11 ACVOPFEINFPG000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-06:00) Central (b) (4), (b) (6) | Unit

*** Confidential***

Page 429 of 546

FDA-CBER-2021-5683-0912836




Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Oct/14/2020 Trail

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Form Created

(UTC-06:00) Central Time ((‘g)

US & Canad

( anada) ®)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit

Oct/14/2020 Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Form Created

(UTC-06:00) Central Time ((‘l‘)))

US & Canad

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Oct/14/2020 Trall

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Form Created

(UTC-06:00) Central Time ((‘l‘)))

US & Canad
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Oct-2020 16:02

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

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

(US & Canada)

1. Lab Panel:

Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | HEMATOLOGY

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason
Nov-11-2020 13:03:16 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query

(US & Canada)

Nov-11-2020 08:06:26 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error
(UTC-06:00) Central Time (autoquery)

Nov-11-2020 08:06:26
(UTC-06:00) Central Time

ACVOPFEINFP6000

(b) (4), (b) (6)
(b) (4), (b) (6)

Data Entry:
Huntsville Hospital 101 Sivley Hu

Transcription Error

*** Confidential***

(US & Canada) ntsville AL 35801

Nov-11-2020 02:05:28 ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 1: Opened DM: A carriage

(UTC-06:00) Central Time (b) (4). (b) (6) return isidentified,

(US & Canada) please do not press
enter, tab key or extra
space or copy paste,
just type lab name all
in single line with
comma separated.
Thank you.

Nov-09-2020 13:06:12 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Time Huntsville Hospital

(US & Canada) 101 Sivley

Huntsville AL 35801

3. Collection Date:

Date L ocation User Value Reason

Nov-09-2020 13:06:12 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘é)) Oct/18/2020

US & Canad
(US& Canada) ©)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

4. Specimen Type:

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | BLOOD
(US & Canada)
5a
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Ide 1
(US & Canada) ntifier:
Test:: Hemoglobin_
PX1
Result:: 129
Not Done::
Lab Normal Range: Low
12.2
High
16.7
Unit
g/dL
5.a Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
5.aTest:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) Hemoglobin PX1
US & Canad
( anada) ®)
5.a Result:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Nov-09-2020 13:06:12 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘;)) 12.9
US & Canad
( anada) ®)
5.aLNMT
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) % 122
High
16.7
Unit
g/dL
5.b
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 2
(US & Canada) ntifier:
Test:: Hematocrit_
PX2
Result:: 36.7
Not Done::
Lab Normal Range: Low
38.2
High
49.2
Unit
%
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.b Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |2
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Hematocrit_PX2
US & Canad
( anada) ®)
5.b Result:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 36.7
US & Canad

(US& Canadg) (®)
5bLNMT
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 38.2

High

49.2
Unit
%

5.c
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 3
(US & Canada) ntifier:

Test:: Erythrocytes

PX3
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 4.34
Not Done::
Lab Normal Range: Low
4.40
High
5.50
Unit
1076/cu mm
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.c Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Erythrocytes PX3
(US & Canada) t
(6)
5.c Result:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 434
US & Canad

(US& Canadg) (®)
5.cLNMT
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 4.40

High

550
Unit
10M6/cu mm
5d
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ident 5
(US & Canada) ifier:
Test:: Platelets P
X5
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 165
Not Done::
Lab Normal Range:  Low
137
High
352
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.d Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Platelets PX5
US & Canad
( anada) ®)
5.d Result:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 165
US & Canad

(US& Canadg) (®)
5dLNMT
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 137

High

352
Unit
10M3/uL

S5.e
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 7
(US & Canada) ntifier:

Test:: Leukocytes

PX7
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 4.45
Not Done::
Lab Normal Range: Low
4.10
High
12.20
Unit
10M6/cum
m
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.e Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |7
(US & Canada)
5.e Test:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Leukocytes PX7
US & Canad
( anada) ®)
5.e Result:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 4.45
US & Canad
( anada) ®)
5.eLNMT
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 410

High

12.20
Unit
10"6/cu mm

5.f
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 608
(US & Canada) entifier:

Test:: Neutrophils P

X608
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 2.39
Not Done::
Lab Normal Range: Low
1.50
High
7.90
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.f Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 608
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Neutrophils PX608
US & Canad
( anada) ®)
5.f Result:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 2.39
US & Canad

(US& Canadg) (®)
5fLNMT
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 150

High

7.90
Unit
10M3/uL

5.9
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 609
(US & Canada) entifier:

Test:: Eosinophils P

X609
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 0.00
Not Done::
Lab Normal Range: Low
0.00
High
0.50
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 609
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Eosinophils PX609
US & Canad
( anada) ®)
5.9 Result:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 0.00
US & Canad

( anada) ®)
5gLNMT
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 0.00

High

0.50
Unit
10M3/uL

5.h
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 612
(US & Canada) entifier:

Test:: Monocytes P

X612
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 0.45
Not Done::
Lab Normal Range: Low
0.30
High
1.10
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.h Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 612
(US & Canada)
5.h Test:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Monocytes PX612
US & Canad
( anada) ®)
5.h Result:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 0.45
US & Canad

(US& Canadg) (®)
5h LNMT
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 0.30

High

1.10
Unit
10M3/uL

5.
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 610
(US & Canada) ntifier:

Test:: Basophils P

X610
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 0.01
Not Done::
Lab Normal Range: Low
0.00
High
0.30
Unit
10"3/uL
Page 449 of 546

*** Confidential***
FDA-CBER-2021-5683-0912856



Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.i Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 610
(US & Canada)
5. Test:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Basophils PX610
US & Canad
( anada) ®)
5.i Result:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 0.01
US & Canad

(US& Canadg) (®)
5i LNMT
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 0.00

High

0.30
Unit
10M3/uL

5]
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 611
(US & Canada) entifier:

Test:: Lymphocytes

PX611
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 1.58
Not Done::
Lab Normal Range Low
: 1.10
High
3.40
Unit
10"3/uL
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 16:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.j Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 611
(US & Canada)
5] Test:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Lymphocytes PX611
(US & Canada) t
(6)
5.j Result:
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 1.58
US & Canad

(US& Canadg) (®)
5j LNMT
Date L ocation User Value Reason
Nov-09-2020 13:06:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 1.10

High

3.40
Unit
10M3/uL
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

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

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

(US & Canada)

1. Lab Panel:

Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | HEMATOLOGY

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason
Nov-11-2020 13:03:35 ACVOPFEINFP6000 |/(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query

(US & Canada)

Nov-11-2020 07:53:38 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central Time (autoquery)

Nov-11-2020 07:53:38
(UTC-06:00) Central Time

ACVOPFEINFP6000

(b) (4), (b) (6)
(b) (4), (b) (6)

Data Entry:
Huntsville Hospital 101 Sivliey Hu

Transcription Error

*** Confidential***

(US & Canada) ntsville AL 35801

Nov-11-2020 02:05:40 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened DM: A carriage

(UTC-06:00) Central Time (b) (4), (b) (6) return isidentified,

(US & Canada) please do not press
enter, tab key or extra
space or copy paste,
just type lab name all
in single line with
comma separated.
Thank you.

Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) (4). (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Time Huntsville Hospital

(US & Canada) 101 Sivley

Huntsville AK 35801

3. Collection Date:

Date L ocation User Value Reason

Nov-09-2020 13:17:09 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘;)) Oct/19/2020

US & Canad
(US& Canadg) (®)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

4. Specimen Type:

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | BLOOD
(US & Canada)
5a
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Ide 1
(US & Canada) ntifier:
Test:: Hemoglobin_
PX1
Result:: 131
Not Done::
Lab Normal Range: Low
12.2
High
16.7
Unit
g/dL
5.a Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
5.aTest:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) Hemoglobin PX1
US & Canad
( anada) ®)
5.a Result:
Date L ocation User Value Reason
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

*** Confidential***

FDA-CBER-2021-5683-0912862

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Nov-09-2020 13:17:09 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘;)) 13.1
US & Canad
( anada) ®)
5aLNMT
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |/'(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) % 122
High
16.7
Unit
g/dL
5.b
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 2
(US & Canada) ntifier:
Test:: Hematocrit_
PX2
Result:: 37.0
Not Done::
Lab Normal Range: Low
38.2
High
49.2
Unit
%
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.b Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |2
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Hematocrit_PX2
US & Canad
( anada) ®)
5.b Result:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 37.0
US & Canad

(US& Canadg) (®)
5bLNMT
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 38.2

High

49.2
Unit
%

5.c
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 3
(US & Canada) ntifier:

Test:: Erythrocytes

PX3
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 431
Not Done::
Lab Normal Range: Low
4.40
High
5.50
Unit
1076/cu mm
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.c Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Erythrocytes PX3
(US & Canada) t
(6)
5.c Result:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 431
US & Canad

(US& Canadg) (®)
5CcLNMT
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 4.40

High

550
Unit
10M6/cu mm
5.d
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ident 5
(US & Canada) ifier:
Test:: Platelets P
X5
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 160
Not Done::
Lab Normal Range:  Low
137
High
352
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.d Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Platelets PX5
US & Canad
( anada) ®)
5.d Result:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 160
US & Canad

( anada) ®)
5dLNMT
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 137

High

352
Unit
10M3/uL

S5.e
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 7
(US & Canada) ntifier:

Test:: Leukocytes

PX7
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 4.63
Not Done::
Lab Normal Range: Low
4.10
High
12.20
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.e Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |7
(US & Canada)
5.e Test:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Leukocytes PX7
US & Canad
( anada) ®)
5.e Result:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 463
US & Canad

(US& Canadg) (®)
5.eLNMT
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 410

High

12.20
Unit
10M3/uL
5.f
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 608
(US & Canada) entifier:
Test:: Neutrophils P
X608
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 12.5
Not Done::
Lab Normal Range: Low
1.50
High
7.90
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.f Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 608
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Neutrophils PX608
US & Canad
( anada) ®)
5.f Result:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 125
US & Canad

(US& Canadg) (®)
5fLNMT
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 150

High

7.90
Unit
10M3/uL

5.9
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 609
(US & Canada) entifier:

Test:: Eosinophils P

X609
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 0.00
Not Done::
Lab Normal Range: Low
0.00
High
0.50
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 609
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Eosinophils PX609
US & Canad
( anada) ®)
5.9 Result:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 0.00
US & Canad

(US& Canadg) (®)
5gLNMT
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 0.00

High

0.50
Unit
10M3/uL

5.h
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 612
(US & Canada) entifier:

Test:: Monocytes P

X612
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 0.48
Not Done::
Lab Normal Range: Low
0.30
High
1.10
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.h Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 612
(US & Canada)
5.h Test:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Monocytes PX612
US & Canad
( anada) ®)
5.h Result:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 0.48
US & Canad

(US& Canadg) (®)
5h LNMT
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 0.30

High

1.10
Unit
10M3/uL

5.
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 610
(US & Canada) ntifier:

Test:: Basophils P

X610
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 0.00
Not Done::
Lab Normal Range: Low
0.00
High
0.30
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.i Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 610
(US & Canada)
5. Test:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Basophils PX610
US & Canad
( anada) ®)
5.i Result:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 0.00
US & Canad

(US& Canadg) (®)
5i LNMT
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 0.00

High

0.30
Unit
10M3/uL

5]
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 611
(US & Canada) entifier:

Test:: Lymphocytes

PX611
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 2.94
Not Done::
Lab Normal Range Low
: 1.50
High
7.90
Unit
10"3/uL
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 16:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.j Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 611
(US & Canada)
5] Test:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Lymphocytes PX611
(US & Canada) t
(6)
5.j Result:
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 2.94
US & Canad

(US& Canadg) (®)
5j LNMT
Date L ocation User Value Reason
Nov-09-2020 13:17:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 150

High

7.90
Unit
10M3/uL
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

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

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

(US & Canada)

1. Lab Panel:

Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | HEMATOLOGY

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason
Nov-11-2020 13:02:35 ACVOPFEINFP6000 |/(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query

(US & Canada)

Nov-11-2020 08:03:27 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central Time (autoquery)

Nov-11-2020 08:03:27
(UTC-06:00) Central Time

ACVOPFEINFP6000

(b) (4), (b) (6)
(b) (4), (b) (6)

Data Entry:
Huntsville Hospital 101 Sivliey Hu

Transcription Error

*** Confidential***

(US & Canada) ntsville AL 35801

Nov-11-2020 02:05:51 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened DM: A carriage

(UTC-06:00) Central Time (b) (4), (b) (6) return isidentified,

(US & Canada) please do not press
enter, tab key or extra
space or copy paste,
just type lab name all
in single line with
comma separated.
Thank you.

Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) (4). (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Time Huntsville Hospital

(US & Canada) 101 Sivley

Huntsville, AL 35801

3. Collection Date:

Date L ocation User Value Reason

Nov-09-2020 13:29:56 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘;)) Oct/20/2020

US & Canad
(US& Canadg) (®)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

4. Specimen Type:

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | BLOOD
(US & Canada)
5a
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Ide 1
(US & Canada) ntifier:
Test:: Hemoglobin_
PX1
Result:: 131
Not Done::
Lab Normal Range: Low
12.2
High
16.7
Unit
g/dL
5.a Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |1
(US & Canada)
5.aTest:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) Hemoglobin PX1
US & Canad
( anada) ®)
5.a Result:
Date L ocation User Value Reason
Page 474 of 546
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Nov-09-2020 13:29:56 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘;)) 13.1
US & Canad
( anada) ®)
5aLNMT
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) % 122
High
16.7
Unit
g/dL
5.b
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 2
(US & Canada) ntifier:
Test:: Hematocrit_
PX2
Result:: 371
Not Done::
Lab Normal Range: Low
38.2
High
49.2
Unit
10M6/cum
m
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.b Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |2
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Hematocrit_PX2
US & Canad
( anada) ®)
5.b Result:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 37.1
US & Canad
( anada) ®)
5bLNMT
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 38.2

High

49.2
Unit
10M6/cu mm

5.c
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 3
(US & Canada) ntifier:

Test:: Erythrocytes

PX3
Page 476 of 546
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 4.36
Not Done::
Lab Normal Range: Low
4.40
High
5.50
Unit
1076/cu mm
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.c Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Erythrocytes PX3
(US & Canada) t
(6)
5.c Result:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 4.36
US & Canad

(US& Canadg) (®)
5CcLNMT
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 4.40

High

550
Unit
10M6/cu mm
5.d
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ident 5
(US & Canada) ifier:
Test:: Platelets P
X5
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*

** Confidential***
FDA-CBER-2021-5683-0912885




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 172
Not Done::
Lab Normal Range:  Low
137
High
352
Unit
10"3/uL
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*** Confidential***
FDA-CBER-2021-5683-0912886



Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.d Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Platelets PX5
US & Canad
( anada) ®)
5.d Result:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 172
US & Canad

(US& Canadg) (®)
5dLNMT
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 137

High

352
Unit
10M3/uL

S5.e
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 7
(US & Canada) ntifier:

Test:: Leukocytes

PX7
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 5.80
Not Done::
Lab Normal Range: Low
4.10
High
12.20
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.e Sponsor 1D:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |7
(US & Canada)
5.e Test:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Leukocytes PX7
US & Canad
( anada) ®)
5.e Result:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 5.80
US & Canad

(US& Canadg) (®)
5.eLNMT
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 410

High

12.20
Unit
10M3/uL
5.f
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 608
(US & Canada) entifier:
Test:: Neutrophils P
X608
Page 482 of 546

*** Confidential***
FDA-CBER-2021-5683-0912889




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 3.35
Not Done::
Lab Normal Range: Low
1.50
High
7.90
Unit
10"3/uL
Page 483 of 546
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.f Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 608
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Neutrophils PX608
US & Canad
( anada) ®)
5.f Result:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 3.35
US & Canad

(US& Canadg) (®)
5fLNMT
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 150

High

7.90
Unit
10M3/uL

5.9
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 609
(US & Canada) entifier:

Test:: Eosinophils P

X609
Page 484 of 546

*** Confidential***
FDA-CBER-2021-5683-0912891




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 0.00
Not Done::
Lab Normal Range: Low
0.00
High
0.50
Unit
10"3/uL
Page 485 of 546
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 609
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Eosinophils PX609
US & Canad
( anada) ®)
5.9 Result:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 0.00
US & Canad

( anada) ®)
5gLNMT
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 0.00

High

0.50
Unit
10M3/uL

5.h
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 612
(US & Canada) entifier:

Test:: Monocytes P

X612
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 0.44
Not Done::
Lab Normal Range: Low
0.30
High
1.10
Unit
10"3/uL
Page 487 of 546
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.h Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 612
(US & Canada)
5.h Test:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Monocytes PX612
US & Canad
( anada) ®)
5.h Result:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 0.44
US & Canad

(US& Canadg) (®)
5h LNMT
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 0.30

High

1.10
Unit
10M3/uL

5.
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 610
(US & Canada) ntifier:

Test:: Basophils P

X610
Page 488 of 546

*** Confidential***
FDA-CBER-2021-5683-0912895




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 0.02
Not Done::
Lab Normal Range: Low
0.00
High
0.50
Unit
10"3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Generated By: | (b) (4)

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

5.i Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 610
(US & Canada)
5. Test:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘t‘))) Basophils PX610
US & Canad
( anada) ®)
5.i Result:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 0.02
US & Canad

(US& Canadg) (®)
5i LNMT
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 0.00

High

0.50
Unit
10M3/uL

5]
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 611
(US & Canada) entifier:

Test:: Lymphocytes

PX611
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/14/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Result:: 1.86
Not Done::
Lab Normal Range Low
: 1.10
High
3.40
Unit
10"3/uL
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

Oct/14/2020

Form Version: 10-Oct-2020 16:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.j Sponsor ID:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | 611
(US & Canada)
5] Test:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Lymphocytes PX611
(US & Canada) t
(6)
5.j Result:
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 1.86
US & Canad

( anada) ®)
5j LNMT
Date L ocation User Value Reason
Nov-09-2020 13:29:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Low
(US & Canada) Egg 1.10

High

3.40
Unit
10M3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS- COVID - Audit Trail

Oct/14/2020

Form Version: 15-Sep-2020 21:52 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Oct-19-2020 14:51:49 ACVOPFEINFP6000 || (b) Form Created
(UTC-06:00) Central Time ((ltla)),
(US & Canada) ©)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History
Oct/14/2020

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 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
Oct-19-2020 14:51:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) Oct/18/2020
US & Canad
( anada) ®)
2a
Date L ocation User Value Reason
Oct-21-2020 09:09:44 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘ll)))' Record | dentifier:: 1
(US& Canada) ®) Systalic: 130

Diastolic:: 72

Respiratory Ratein respir Not D

ationgminute: one

Heart Ratein beatdminut 47

€
Oct-19-2020 14:51:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time <(‘g) Record | dentifier:: 1
(US& Canada) (6) Systolic:: 13

0

Diastolic:: 72

Respiratory Ratein respiratio

nsgminute:

Heart Ratein beatdminute: 47
2.a Record | dentifier:
Date L ocation User Value Reason
Oct-19-2020 14:51:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 1
US & Canad
( anada) ®)
2.a Systalic:
Date L ocation User Value Reason
Oct-19-2020 14:51:49 ACVOPFEINFP6000 |(B) (4). (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central Time 130
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - COVID - eCRF Audit Trail History
Oct/14/2020

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

(US & Canada) ‘ (b) (4), (b) (6)

2.aDiastdlic:

Date L ocation User Value Reason
Oct-19-2020 14:51:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), 72

(US & Canada) ggg

2.a Respiratory Rate in respirationg/minute:

Date L ocation User Value Reason

Oct-22-2020 03:19:50 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-21-2020 09:11:55 ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 1: Answered updated to not done

(UTC-06:00) Central comment

Time (US & Canada)

Oct-21-2020 09:09:44 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Not Done

Time (US & Canada)

Oct-21-2020 03:04:02 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened DM: The response for

(UTC-06:00) Central (6) "Respiratory Ratein

Time (US & Canada) respirations/minute” is
missing. Kindly

review and update.

2.a Heart Rate in beatminute:

Date L ocation User Value Reason
Oct-19-2020 14:51:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 47
US & Canad
( anada) ©)
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Header Text: c4591001

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

Oct/14/2020

Form Version: 15-Sep-2020 21:54

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status:

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Oct-19-2020 14:54:03 ACVOPFEINFP6000 | (b) Form Created
(UTC-06:00) Central Time ((ltla)),
(US & Canada) ©)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Oct/14/2020
Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252
Generated By: | (b) (4)

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

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-19-2020 14:54:30 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Oct-19-2020 14:54:30 ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-06:00) Central Time ((‘t‘))) Oct/16/2020
US & Canad
( anada) ®)
Oct-19-2020 14:54:03 ACVOPFEINFPE000 |autoquery | Query 1: Opened Date is before Date of
(UTC-06:00) Central Time (autoquery) First Symptom
(US & Canada) Started on the Signs
and Symptoms form
in the same visit.
Please review and
update as appropriate.
Oct-19-2020 14:54:03 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘l*))) Oct/8/2020
US & Canad
( anada) ©)
2a
Date L ocation User Value Reason
Oct-19-2020 14:54:03 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time o Record | dentifier:: 1
(US& Canada) (6) Oxygen Saturation: 80.0
2.a Record I dentifier:
Date L ocation User Value Reason
Oct-19-2020 14:54:03 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘é)) 1
US & Canad
( anada) ©)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History
Oct/14/2020

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Oct-19-2020 14:54:03 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) 80.0

US & Canad

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

Oct/14/2020

Site No: 1047
Subject No: 10471252
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:04

Form Status:

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

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Date L ocation User Value Reason
Oct-19-2020 14:54:51 ACVOPFEINFP6000 || (b) Form Created
(UTC-06:00) Central Time ((‘t‘)))
US & Canad
(US& Canad) ©®)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Oct/14/2020

Form Version: 10-Oct-2020 16:04

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-19-2020 14:54:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) Oct/19/2020

US & Canad
( anada) ®)
2.a
Date L ocation User Value Reason
Oct-19-2020 14:54:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘ll)))' Record | dentifier:: 1
(US& Canada) ®) Oxygen Saturation: 95.0
2.a Record | dentifier:

Date L ocation User Value Reason
Oct-19-2020 14:54:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) 1

US & Canad
( anada) ®)
2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
Oct-19-2020 14:54:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 95.0
(US & Canada) Egg
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING - Audit Trail

Oct/14/2020

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Oct-20-2020 16:35:51 ACVOPFEINFP6000 | (b) Form Created
(UTC-06:00) Central Time ((ltla)),
(US & Canada) ©)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Oct/14/2020

Form Version: 06-Jul-2020 21:53

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Oct-20-2020 16:36:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) Oct/16/2020

US & Canad
( anada) ®)
2. Location of Assessment:

Date L ocation User Value Reason
Oct-20-2020 16:35:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((All)))’ CHEST

US & Canad
( anada) ©)
3. Type of Imaging Exam:
Date L ocation User Value Reason
Oct-20-2020 16:35:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘;r))) CT SCAN

US & Canad
( anada) ®)
4. Assessment:
Date L ocation User Value Reason
Nov-12-2020 13:00:36 ACVOPFEINFPG000 |/ (b) (4), (b) (6) |Query 2: Closed Response satisfies
(UTC-06:00) Central query
Time (US & Canada)
Nov-12-2020 08:50:20 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-12-2020 08:50:20
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)
(b) (4), (b) (6)

Data Entry:
ABNORMAL

If abnormal, specify findings:

Lungs: Multifocal ground glass
opacities scattered throughout t
he lungs bilaterally. No Pleurae
ffusions. Extensive coronary at
herosclerotic classifications. No
rmal thickness of the Pericardiu

Transcription Error
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Oct/14/2020

Form Version: 06-Jul-2020 21:53

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

m.

Nov-11-2020 23:52:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4); (b) (6) | Query 2: Reissued:Opened

DM 1: Thank you for
your response. A
carriage return is till
present, please retype
this field without
extra space or
without pressing
enter or tab key or
copy paste. Thank
you

Nov-11-2020 08:09:14
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

auto query
(autoquery)

Query 2: Answered

Transcription Error

Nov-11-2020 08:09:14
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4),
(b) (6)

Data Entry:
ABNORMAL

If abnormal, specify findings:

Lungs:multifocal groundglass o
pacities scattered throughout th
elungs bilaterally No pleura
effusions. extensive coronary at
herosclerotic classifications No
rmal thickness of the pericardiu
m

Transcription Error

Nov-11-2020 01:46:14
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)
(b) (4). (b) (6)

Query 2: Opened

DM: A carriage
return isidentified,
please retype this
field without extra
space or without
pressing enter, tab
key or copy paste to
avoid error. Thank
you.

Oct-28-2020 02:01:58
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4),
(b) (6)

Query 1: Closed

Response satisfies
query

Oct-27-2020 10:27:39
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

auto query
(autoquery)

Query 1: Answered

Transcription Error

Oct-27-2020 10:27:39
(UTC-06:00) Central

ACVOPFEINFPG000

(b) (4), (b) (6)
(b) (4), (b) (6)

Data Entry:
ABNORMAL

Transcription Error
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Oct/14/2020

Form Version: 06-Jul-2020 21:53

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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

Time (US & Canada)

If abnormal, specify findings:

Lungs:multifocal groundglass o
pacities scattered throughout th

elungs bilaterally No pleura eff
usions

extensive coronary atherosclero
tic classifications Normal thick

ness of the pericardium

Oct-27-2020 08:31:31 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Opened DM: A carriageis
(UTC-06:00) Central (6) identified. To avoid
Time (US & Canada) processing errors,
please remove the
identified character
by deleting the entry
and re-entering the
data (without using
copy and paste).
Oct-20-2020 16:35:51 ACVOPFEINFP6000 |/(b) (4), (b) (6) |[DataEntry: Initial Entry
(UTC-06:00) Central ABNORMAL

Time (US & Canada)

If abnormal, specify findings:

Lungs: multifocal groundglass

opacities scattered throughout t
he lungs bilaterally No pleurae
ffusions

extensive coronary atherosclero
tic classifications Normal thick
ness of the pericardium
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Header Text: c4591001

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

Visit on Nov/13/2020 History

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

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 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

Nov-20-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Response satisfies query

02:15:21 (b) (4), (b) (6) 2: Clo

(UTC-06:00) sed

Central Time

Us&

Canada)

Nov-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | added sorry added it

08:22:21 2: Ans | yesterday but must have

(UTC-06:00) wered | not submitted correctly

Central Time

(Us&

Canada)

Nov-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [ SAE

05:47:09 (b) (4), (b) (6) 2: Op | RECON:AER#2020455722

(UTC-06:00) ened | acute coronary

Central Time syndrome(onset

(Us& 25Sep2020)was reported as

Canada) seriousin Safety database
but missing in AE CRF.
Please confirm and update
CRF. If safety update is
required, submit a
follow-up SAE Form.

Nov-15-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies query

12:10:35 1: Clo

(UTC-06:00) sed

Central Time

use&

Canada)

Nov-15-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | patient had V2 and Covid

10:58:54 (b) (4), (b) (6) 1: Ans | Conv combined

(UTC-06:00) wered

Central Time

Us&

Canada)

Nov-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5380127;The Date of

01:21:28 (b) (4) 1: Op |Visitat COVID_Alis

(UTC-06:00) ened |sameasthe Date of Visit at
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/13/2020

Form Version: 22-Apr-2020 21:04

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Central Time V2 VAX2_L. Please
(Us& review for duplication and
Canada) update as appropriate.
Nov-13-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry
13:59:15 (b) (4), (b) (6) Entry
(UTC-06:00) N
Central Time Nov/1
(US& 3/202
Canada) 0
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Nov-13-2020 13:59:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) COVID_A1l
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/13/2020

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Nov-13-2020 14:13:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-13-2020 14:13:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Nov-13-2020 14:14:10 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Nov-13-2020 14:13:58 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Nov-13-2020 14:13:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Date of Collection:
Nov/13/2020
5.a
Date L ocation User Value Reason
Nov-13-2020 14:14:10 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample | D: BPSXXR
(US & Canada)
5.a Sample D
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Nov/13/2020

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Nov-13-2020 14:14:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPSXXR
(US & Canada)
5.b
Date L ocation User Value Reason
Nov-13-2020 14:14:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sample|D: BPSXXS
(US & Canada)
5.b Sample ID
Date L ocation User Value Reason
Nov-13-2020 14:14:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPSXXS
(US & Canada)
5.c
Date L ocation User Value Reason
Nov-13-2020 14:14:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (®) (6) Sample |D: BPSXXT
(US & Canada)
5.c Sample 1D
Date L ocation User Value Reason
Nov-13-2020 14:14:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPSXXT
(US & Canada)
5.d
Date L ocation User Value Reason
Nov-13-2020 14:14:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sample |D: BSHP4R
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/13/2020

Form Version: 22-Apr-2020 21:03
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.d Sample ID
Date L ocation User Value Reason
Nov-13-2020 14:14:46 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BSHP4R
(US & Canada)
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Header Text: c4591001

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Date L ocation User Value Reason
Nov-19-2020 08:21:22 ACVOPFEINFP6000 | (b) Form Created

(UTC-06:00) Central Time ((‘t‘)))

US & Canad

( anada) ®)
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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: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFP6000 | (b) Form Created
(UTC-06:00) Central Time ((‘11)))
US & Canad
( anada) ®)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason

Nov-19-2020 08:21:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2.AE ID:

Date L ocation User Value Reason

Nov-19-2020 08:21:22 ACVOPFEINFP6000 |autocalc |DataEntry: 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 Value Reason

Dec-01-2020 16:28:13 ACVOPFEINFP6000 |/ (b) (4), Query 3: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Nov-30-2020 23:10:40 ACVOPFEINFP6000 |/ (b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Central (b) (8) query

Time (US & Canada)

Nov-30-2020 12:54:05 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Answered Subject wason

(UTC-06:00) Central Propafenone, It had

Time (US & Canada) initially been omitted
from our con med
shest, further review
of recordsand a
listing was found
from patient. It has
been added to our
con-med list

Nov-30-2020 09:21:39 ACVOPFEINFPE000 | (b) (4). (b) (6) | Query 3: Answered Origina valueis

(UTC-06:00) Central correct

Time (US & Canada)

Nov-24-2020 22:35:17 ACVOPFEINFPE000 |/ (b) (4), Query 2: Reissued:Opened Clinica - Thank you.

(UTC-06:00) Central (b) (6) If subject was never

Time (US & Canada) on Propafenone,
please delete
reference to this
medication in SAE
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1047
Subject No: 10471252

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1047) Medical Affiliated Research Center

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

narrative.

Nov-24-2020 09:49:35
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4,
(b) (6)

Query 3: Reissued:Opened

Clinical Please
clarify in SAE update
if thiseventis
diagnosable as
non-ST elevation
acute myocardial
infarction or not,
with troponin peak of
117; please use the
more specific term if

appropriate.

Nov-23-2020 08:01:17
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 2: Answered

SAE follow up
coming after PI
signs. We did not
have arecord of
Propafenone on the
subjects chart he had
not given usthis
information

Nov-23-2020 07:57:36
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 3: Answered

| have afollow up
SAE submission
coming after the PI
signstoday. There
was not mention of
ST elevation in the
report.

Nov-22-2020 20:54:30
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4),
(b) (6)

Query 3: Opened

CLINICAL InaSAE
safety update, please
clarify if ST
elevation occurred or
not; ECG reading not
provided.

Nov-21-2020 14:34:49
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Query 2: Reissued:Opened

CLINICAL Thank
you; SAE update
states 'Propafenone
discontinued and
Metoprolol
discontinued';
however, thereisno
report that subject
was ever receiving
propafenone. Please
review and update
concerning

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

Form Version: 22-Apr-2020 21:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

propafenone
initiation.

Nov-21-2020 14:32:49 ACVOPFEINFPE000 |/ (b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Nov-20-2020 12:24:00 ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 2: Answered in process will

(UTC-06:00) Central submit on monday

Time (US & Canada)

Nov-20-2020 12:22:59 ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 1: Answered added

(UTC-06:00) Central

Time (US & Canada)

Nov-19-2020 12:58:11 ACVOPFEINFPE000 |/ (b) (4), Query 2: Opened Clinica Please

(UTC-06:00) Central (b) (6) submit a safety

Time (US & Canada) followup with
additiona clinica
information including
ECG data (ST
elevation), treatment
for 100% thrombotic
occlusion RCA, and
any relationship to
later COVID
diagnosis

Nov-19-2020 12:55:40 ACVOPFEINFP6000 | (b) (4), Query 1: Opened Clinical On review of

(UTC-06:00) Central (b) (6) the SAE report for

Time (US & Canada) Acute Coronary
Syndrome, an event
of LBBB has been
mentioned, yet it
does not appear in
the CRF. Please
review for safety and
update AE log CRF
accordingly.

Nov-19-2020 08:21:22 ACVOPFEINFPG000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central acute coronary syndrome

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Nov-19-2020 08:21:22 ACVOPFEINFP6000 |(B) (4), (0) (6) | Data Entry: Initial Entry

(UTC-06:00) Centra Time Sep/25/2020 10:43

(US & Canada)

Page 514 of 546

*** Confidential***
FDA-CBER-2021-5683-0912921




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1047) Medical Affiliated Research Center

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

@oe |

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Nov-19-2020 08:21:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) Egg End Date Time:

Sep/27/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-19-2020 08:21:35 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 2

(US & Canada)

(b)
(6)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Nov-20-2020 02:15:01 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Nov-19-2020 08:21:22 ACVOPFEINFP6000 |autoquery |Query 1. Candidate For AE acute
(UTC-06:00) Central Time (autoquery) coronary syndrome:
(US & Canada) Responseto "Isthe
adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.
Nov-19-2020 08:21:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), YES
(US & Canada) Eg; Isthis serious event associated wit
h congenital anomaly or birth defec
t?
NO
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Did this serious event result in deat
h?

NO

Did this serious event require or pr
olong hospitalization?

YES
Did this serious event result in pers
istent or significant disability/incap
acity?

NO

Isthis serious event life threatening
?

NO

Other medically important serious
event

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason

Nov-19-2020 08:21:22 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ((‘;)) NO

US & Canad

( anada) ®)

9. Isthis event related to study treatment:

Date L ocation User Value Reason

Feb-16-2021 18:22:00 ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 2: Closed Response satisfies

(UTC-06:00) Central query

Time (US & Canada)

Feb-02-2021 14:22:33 ACVOPFEINFPE000 | (b) (4), (b) (6) Query 2: Answered We are saying that

(UTC-06:00) Central the history Type 2

Time (US & Canada) diabetes and history
of A FIB contributed
to the clot that had to
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

be stented.
Feb-02-2021 07:41:51 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened Clinical 'other
(UTC-06:00) Central reason’ for eventis
Time (US & Canada) T3DM & A fib;

however, SAE report
describes 100%
thrombusin Rt.
coronary artery,
treated by stent.
Please review,
harmonize reporting
& update where

appropriate
Feb-01-2021 19:22:11 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 2: Candidate Clinical 'other
(UTC-06:00) Central reason’ for event is
Time (US & Canada) T3DM & A fib;

however, SAE report
describes 100%
thrombusin Rt.
coronary artery,
treated by stent.
Please review,
harmonize reporting
& update where

appropriate

Nov-23-2020 23:29:16
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Query 1: Closed

Response satisfies
query

*** Confidential***

Nov-23-2020 07:58:38 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Nov-23-2020 07:58:38 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treatment
(9), thisevent isdueto:
OTHER
If Other, specify:
history of diabetestype 2 an
d atrial fibrillation
Nov-23-2020 07:16:14 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: A carriageis
(UTC-06:00) Central (6) identified. To avoid
Time (US & Canada) processing errors,
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

please remove the
identified character
by deleting the entry
and re-entering the
data (without using
copy and paste).
Nov-19-2020 08:21:22 ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treatment
(9), thisevent isdueto:
OTHER
If Other, specify:
history of DMII
and history of Atrial Fibbrila
tion
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-19-2020 08:21:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) NOT APPLICABLE
US & Canad
( anada) ®)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-19-2020 08:21:22 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((?)))’ YES
US & Canad
(US& Canada) ©)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-19-2020 08:21:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘:))) YES
US & Canad
( anada) ®)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

Nov-19-2020 08:21:22 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), RECOVERED/RESOLVED

(US & Canada) ()

(6)

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

Date L ocation User Value Reason
Nov-19-2020 08:21:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO

(US & Canada) 1)

(6)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Nov-20-2020 02:15:01 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) 2020455722
(US & Canada)
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Header Text: c4591001
Visgit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1047
Subject No: 10471252
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

1. Category:
Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)
2. AE ID:
Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘;)) left bundle branch block
US & Canad
( anada) ®)
4. Start Date Time:
Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘;)) Sep/25/2020 10:43
US & Canad
(US& Canadg) ©)
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) ggg End Date Time:
Sep/27/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

Nov-20-2020 12:22:34 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), 2

(US & Canada) ()

(6)

7. Isthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) Egg

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
Nov-20-2020 12:22:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO

(US & Canada) Eg;

9. Isthis event related to study treatment:

Date Location User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NOT RELATED

(US & Canada) (b) If Not Related to study treatment(s)

© , thisevent isdueto:

OTHER
If Other, specify:
history of diabetestype 2 and a
trial fibrllation
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

Nov-20-2020 12:22:34 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NOT APPLICABLE

(US & Canada) ()

(6)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), YES

(US & Canada) 1)

(6)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), YES

(US & Canada) ()

(6)

13. What was the outcome of this adver se event?:

Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), RECOVERED/RESOLVED

(US & Canada) 1)

(6)

14. Did the adver se event cause the subject to be discontinued from the study?

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Date L ocation User Value Reason
Nov-20-2020 12:22:34 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ((‘;)) NO
US & Canad
( anada) ®)
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Header Text: c4591001

Site No: 1047
Subject No: 10471252
Generated By: (b) (4)

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 2155

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

Site Name: (1047) Medical Affiliated Research Center
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

Nov-06-2020 13:29:37
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), Query 1: Closed
(b) (6)

Response satisfies
query

(UTC-06:00) Central
Time (US & Canada)

Oct/12/2020

Nov-06-2020 07:56:49 ACVOPFEINFPGE000 | auto query Query 1: Answered updated per query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-06-2020 07:56:49 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: updated per query

Nov-06-2020 01:37:31
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 1: Opened
(6)

CLINQUERY: Please
update date to match
the Date of First
Symptom Started
(e.g. 120ct2020) on
the COV ILL
COVID_A CRF.

Nov-05-2020 15:44:05

ACVOPFEINFP6000

() (4), Query 1: Candidate

CLINQUERY: Please

*** Confidential***

(UTC-06:00) Central (b) (6) update date to match

Time (US & Canada) the Date of First
Symptom Started
(e.g. 120ct2020) on
the COV ILL
COVID_A CRF.

Oct-22-2020 08:11:43 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central (b) (4), (b) (6) | Oct/14/2020

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason

Oct-22-2020 08:11:43 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | VACCINATION

(US & Canada)

3. Status:

Date L ocation User Value Reason
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Nov-10-2020 11:11:04 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Nov-10-2020 11:03:37 ACVOPFEINFP6000 | auto query Query 2: Opened Response to " Status’

(UTC-06:00) Central Time (autoquery) isNO LONGER

(US & Canada) MEETS
ELIGIBILITY
CRITERIA but
"Specify Status" is
missing.

Nov-09-2020 09:28:35 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Nov-09-2020 09:28:04 ACVOPFEINFP6000 | auto query Query 1: Opened Response to " Status’

(UTC-06:00) Central Time (autoquery) iSNO LONGER

(US & Canada) MEETS
ELIGIBILITY
CRITERIA but
"Specify Status’ is
missing.

Oct-22-2020 08:11:43 ACVOPFEINFP6000 |(b) (4). (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Time (b) (4), (b) (6) | NO LONGER MEETSELIGIBILI

(US & Canada) TY CRITERIA

4. Specify Status:

Date L ocation User Value Reason

Nov-16-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: Clo | Response

06:08:54 sed satisfies query

(UTC-06:00)

Central Time

(US & Canada)

Nov-15-2020 ACVOPFEINFP6000 auto query Query 2: Ans | query answered

15:02:56 (autoquery) wered

(UTC-06:00)

Central Time

(US & Canada)

Nov-15-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | query answered

15:02:56 The subject

(UTC-06:00) was diaghose

Central Time d and had sy

(US & Canada) mptomatic C

ovid
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Nov-14-2020 ACVOPFEINFP6000 Balgji Prabu R Query 2: Ope | Please confirm

22:48:26 (b) (4) ned reason patient

(UTC-06:00) discontinued

Central Time treatment? |

(US & Canada) dueto a positive
covid test,
please enter
'subject tested
positive for
COVID 19'in
specify status
field

Nov-14-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: Can | Please confirm

09:30:03 didate reason patient

(UTC-06:00) discontinued

Central Time treatment? If

(US & Canada) dueto apositive
covid test,
please enter
'subject tested
positive for
COVID 19'in
specify status
field

Nov-11-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Clo | Response

06:37:39 sed satisfies query

(UTC-06:00)

Central Time

(US & Canada)

Nov-10-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Initial Entry

11:11:04 completed

(UTC-06:00)

Central Time

(US & Canada)

Nov-10-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Transcription

11:03:37 (autoquery) wered Error

(UTC-06:00)

Central Time

(US & Canada)

Nov-10-2020 ACVOPFEINFP6000 (b) @), (b) (6) Data Entry: | Transcription

11:03:37 Error

(UTC-06:00)

Central Time

(US & Canada)

*** Confidential***
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1047

Subject No: 10471252
Generated By: | (b) (4)

Site Name: (1047) Medical Affiliated Research Center

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

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

Nov-10-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Rei | pageis

09:00:34 ssued:Opene | unfrozen please

(UTC-06:00) d update thank

Central Time you

(US & Canada)

Nov-09-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Initial Entry

09:28:35 will continue

(UTC-06:00) in the study

Central Time

(US & Canada)

Nov-09-2020 ACVOPFEINFP6000 (b) (4). () (6) Data Entry: | removed per

09:28:04 querey

(UTC-06:00)

Central Time

(US & Canada)

Nov-09-2020 ACVOPFEINFPG000 (b) (4), (b) (6) Query 1: Ans | please unfreeze

09:05:08 wered pageso | can

(UTC-06:00) answer the

Centra Time query

(US & Canada)

Nov-09-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1. Ope | Pleasereview

02:46:00 (b) (4) ned Specify Status

(UTC-06:00) field, the

Central Time following text

(US & Canada) wasindicated in
the comment
field [positive
covid test]. Any
symptoms, AEs
or other key
data should be
collected on the
appropriate
page. Please
review and
update as
necessary.
"[suryasl8
SDQ=41548]"

Oct-22-2020 ACVOPFEINFP6000 (b) (4). (b) (6) Data Entry: |Initial Entry

08:11:43 (b) (4), (b) (6) positive CO

(UTC-06:00) VID test

Central Time

(US & Canada)

Page 526 of 546

*** Confidential***
FDA-CBER-2021-5683-0912933




090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visgit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History
Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 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
Feb-04-2021 10:25:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Feb/3/2021
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

History

Form Status: Data Complete, Frozen

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---

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

Back to Form

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

Date L ocation User Value Reason
Feb-04-2021 10:25:16 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Feb-04-2021 10:25:07 ACVOPFEINFP6000 | auto query Query 1: Candidate The response
(UTC-06:00) Central (autoquery) indicates participant
Time (US & Canada) was unblinded,
however the
TREATMENT
UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.
Feb-04-2021 10:25:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Participant iswilling to return for
Time (US & Canada) Vaccination 3
Participant is:
eligible per local/national reco
mmendations and confirmed to
have received only placebo at V
accination 1/2
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center

Subject No: 10471252 Subject Initials: ---

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

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-04-2021 10:25:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Feb/3/2021

(US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-04-2021 10:25:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) ASSESSELIGIBILITY FOR ADD
(US & Canada) ITIONAL VACCINATION
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

1. Date of Visit

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Date L ocation User Value Reason
Feb-11-2021 14:18:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Feb/10/2021
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V101 VAXS3

Form Version: 10-Dec-2020 02:31
Site No: 1047

Subject No: 10471252

Generated By: | (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Feb-11-2021 14:19:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) OBTAINED
(US & Canada) Date Written Consent Obtained
Feb/10/2021
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V101 VAXS3

Form Version: 10-Dec-2020 02:31

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
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
Feb-11-2021 14:20:22 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Feb/10/2021
(US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Feb-11-2021 14:20:22 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | REPEAT SCREENING 1
(US & Canada)
3. Status:
Date L ocation User Value Reason
Feb-11-2021 14:20:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) COMPLETED
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V101 VAXS3

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Feb-11-2021 15:29:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Feb-11-2021 15:29:57 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Feb-11-2021 15:30:08 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Feb-11-2021 15:29:57 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Feb-11-2021 15:29:57 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Feb/10/2021
5a
Date L ocation User Value Reason
Feb-11-2021 15:30:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sample |D: BPSYMN
(US & Canada)
5.a Sample D
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date L ocation User Value Reason
Feb-11-2021 15:30:08 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPSYMN
(US & Canada)
5.b
Date L ocation User Value Reason
Feb-11-2021 15:30:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BPSYMP
(US & Canada)
5.b Sample ID
Date L ocation User Value Reason
Feb-11-2021 15:30:18 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPSYMP
(US & Canada)
5.c
Date L ocation User Value Reason
Feb-11-2021 15:30:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BPSYMR
(US & Canada)
5.c Sample 1D
Date L ocation User Value Reason
Feb-11-2021 15:30:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPSYMR
(US & Canada)
5.d
Date L ocation User Value Reason
Feb-11-2021 15:30:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample | D: BLB6SH
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

5.d Sample ID
Date L ocation User Value Reason
Feb-11-2021 15:30:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BLB6SH
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V101 VAXS3

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Feb-11-2021 15:30:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Feb-11-2021 15:30:51 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Feb-11-2021 15:31:.01 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Feb-11-2021 15:30:51 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Feb-11-2021 15:30:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Feb/10/2021
5a
Date L ocation User Value Reason
Feb-11-2021 15:31:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BR12J6
(US & Canada)
5.a Sample D
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date L ocation User Value Reason
Feb-11-2021 15:31:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BRJ2J6
(US & Canada)
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Header Text: c4591001
Visit: V101 VAXS3

Form Version: 10-Dec-2020 02:26

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1047) Medical Affiliated Research Center

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
Feb-11-2021 14:20:49 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

2. Treatment Name

Date L ocation User Value Reason
Feb-11-2021 14:20:49 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BNT162b2

(US & Canada)

3. Formulation:

Date L ocation User Value Reason
Feb-11-2021 14:20:49 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | INJECTION

(US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Feb-11-2021 14:20:49 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Feb/10/2021 15:29

(US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Feb-11-2021 14:20:49 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE

(US & Canada)

6. Body Side:

Date L ocation User Value Reason
Feb-11-2021 14:20:49 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) LEFT

(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

7. Route:

Date L ocation User Value Reason
Feb-11-2021 14:20:49 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | INTRAMUSCULAR

(US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Feb-11-2021 14:20:49 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 30.0

(US & Canada)

9. Unit:

Date L ocation User Value Reason
Feb-11-2021 14:20:49 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |ug

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-11-2021 14:20:49 ACVOPFEINFP6000 |autocalc |DataEntry: 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?

*** Confidential***

Date Location User Value Reason
Feb-11-2021 14:20:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen, Verified

Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---

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

Back to Form

1. Date of Visit

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Date L ocation User Value Reason
Mar-01-2021 14:03:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) Mar/1/2021
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-01-2021 14:04:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Mar-01-2021 14:04:08 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Mar-01-2021 14:04:21 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Mar-01-2021 14:04:08 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Mar-01-2021 14:04:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Mar/1/2021
5a
Date L ocation User Value Reason
Mar-01-2021 14:04:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BR2MV
(US & Canada)
5.a Sample D
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Header Text: c4591001

090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date Location User Value Reason
Mar-01-2021 14:04:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BRI2MV
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

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

Site Name: (1047) Medical Affiliated Research Center
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
Mar-01-2021 14:16:02 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Mar-01-2021 14:16:02 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BNT162b2
(US & Canada)
3. Formulation:
Date L ocation User Value Reason
Mar-01-2021 14:16:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | INJECTION
(US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Mar-01-2021 14:16:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) Mar/1/2021 14:03
(US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Mar-01-2021 14:16:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date L ocation User Value Reason
Mar-01-2021 14:16:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) LEFT
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001
Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1047
Subject No: 10471252
Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1047) Medical Affiliated Research Center
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

7. Route:

Date L ocation User Value Reason
Mar-01-2021 14:16:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | INTRAMUSCULAR

(US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Mar-01-2021 14:16:02 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 30.0

(US & Canada)

9. Unit:

Date L ocation User Value Reason
Mar-01-2021 14:16:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ug

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Mar-01-2021 14:16:02 ACVOPFEINFP6000 |autocalc |DataEntry: 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
Mar-01-2021 14:16:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES

(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (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: 1047 Site Name: (1047) Medical Affiliated Research Center
Subject No: 10471252 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
Oct-22-2020 08:11:43 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DISCONTINUED

(US & Canada)

Sep-21-2020 13:54:34 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ENROLLED/RANDOMIZED

(US & Canada)

Sep-21-2020 13:54:08 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENED

(US & Canada)

2. Subject Status Date

Date L ocation User Value Reason
Nov-06-2020 07:56:49 ACVOPFEINFP6000 |autocalc |DataEntry: updated per query
(UTC-06:00) Central Time (autocalc) | Oct/12/2020
(US & Canada)
Oct-22-2020 08:11:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Oct/14/2020
(US & Canada)
Sep-21-2020 13:54:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sep/21/2020
(US & Canada)
Sep-21-2020 13:54:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sep/21/2020
(US & Canada)
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090177e196ae3084\Final\Final On: 01-Apr-2021 04:08 (GMT)

Header Text: c4591001

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

Site No: 1047

Subject No: 10471252

Generated By:  (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status. Data Complete, Signed, Verified

Site Name: (1047) Medical Affiliated Research Center

Subject Initials: ---

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

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Nov-16-2020 15:31:25 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Click Hereto Enable
Time (US & Canada) (@a
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