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Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Cohort Selection

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

1. | Select appropriate response
- Protocol version

24 JUL 2020

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

STAGE 3 COHORTS

*** Confidential***
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Site Name: (1131) PriMED Clinical Research
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Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

I nformed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Sep/8/2020

Page 2 of 723

*** Confidential***
FDA-CBER-2021-5683-0936194




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131

Subject No: 11311151
Generated By: ' (b) (4)

Form: DEMOGRAPHY

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [11311151]
2. | Birth Date: (b) (6)/1937
3. | Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that WHITE

apply):
6. | Racial Designation:
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Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/8/2020

2. | Erroneous Visit
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Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Form Comments

Inclusion Criteria Not M et

1

Description of Inclusion | Not Applicable

Criterion Not Met

Exclusion Criteria M et

2.

Description of Exclusion | Not Applicable

Criterion Met

*** Confidential***
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Form: DISPOSITION - SCREENING
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Site Name: (1131) PriMED Clinical Research
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Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Disposition - Screening

1. | Date of Sep/8/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
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Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Medical History Details

1a || Line/MH Number:

[1]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[hearing loss in both ears]

Start Date:

UNK/UNK/1970

Ongoing:

YES

1b Line/MH Number:

[2]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[hearing device wearer in both ears]

*** Confidential***

Start Date: UNK/UNK/2014
Ongoing: YES

Lc || Line/MH Number: [3]
Disease/Syndrome [myopial
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/1953
Ongoing: YES
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1d Line/MH Number:

[4]

Disease/Syndrome [glaucomal
/Surgery/Non-Drug

Allergies/Drug Allergies:

Start Date: UNK/UNK/2015
Ongoing: YES

1.e || Line/MH Number:

[5]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[cataract surgery in both eyes]|

Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2016
L1 1| Line/MH Number: [6]
Disease/Syndrome [chronic dry eye]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2015
Ongoing: YES
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Form: GENERAL MEDICAL HISTORY
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Form Version: 22-Apr-2020 21:03 ~ Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
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Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1.9 || Line/MH Number: [7]
Disease/Syndrome [alergic rhinitis, seasonal]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/1970
Ongoing: YES
Lh 1| LineMH Number: [8] Comments
Disease/Syndrome [moderate intermittent asthma) Comments
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/1985 Comments
Ongoing: YES Comments
Li || LineMH Number: [9]
Disease/Syndrome [heart attack]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/1990
Ongoing: NO
End Date:
UNK/UNK/1990
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1 || LineMH Number: [10]
Disease/Syndrome [high blood pressure]
/Surgery/Non-Drug
Allergies/Drug Allergies:

Start Date: UNK/UNK/1990
Ongoing: YES
1K || Line/MH Number: [11]

Disease/Syndrome

/Surgery/Non-Drug
Allergies/Drug Allergies:

[edemain both feet]

Start Date: UNK/UNK/2016
Ongoing: YES
L] Line/MH Number: [12]

Disease/Syndrome

/Surgery/Non-Drug
Allergies/Drug Allergies:

[mixed hyperlipdemia]

Start Date: UNK/UNK/1990
Ongoing: YES
Lm || Line/MH Number: [13]

Disease/Syndrome

/Surgery/Non-Drug
Allergies/Drug Allergies:

[atherosclerosisin both carotid arteries]

Start Date: UNK/UNK/2018
Ongoing: YES
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Visit: V1 DAY1 VAX1 L
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Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified

*** Confidential***

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
L0 |} Line/MH Number: [14]
Disease/Syndrome [recurrent heartburn]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
1.0 || Line/MH Number: [15]
Disease/Syndrome [chronic kidney disease, stage 3]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2010
Ongoing: YES
Lp || LineMH Number: [16]
Disease/Syndrome [urinary incontinence]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2011
Ongoing: YES
1.9 || LineMH Number: [17]
Disease/Syndrome [erectile dysfunction]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2010
Ongoing: YES
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1r

Line/MH Number:

[18]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[benign prostatic hypertrophy with urinary obstruction]

Start Date: UNK/UNK/2010
Ongoing: YES
1s || Line/MH Number: [19]
Disease/Syndrome [transient ischemic attacks, more than one per subject, but not
/Surgery/Non-Drug clear on specific number]
Allergies/Drug Allergies:
Start Date: UNK/UNK/2018
Ongoing: NO
End Date:
UNK/UNK/2018
Lt || Line/MH Number: [20]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[chronic anemia)

Start Date: UNK/UNK/2011
Ongoing: YES
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Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
lu

[21]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[osteoarthritis in both hands]

Start Date: Mar/UNK/2020
Ongoing: YES
1V | Line/MH Number: [22]
Disease/Syndrome [prostate cancer]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2011
Ongoing: NO
End Date:
UNK/UNK/2011
Lw || Line/MH Number: [23]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[tobacco use, past, cigarettes, 0.5 pack per day]

Start Date: UNK/UNK/1958
Ongoing: NO
End Date:
UNK/UNK/1964
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1X || Line/MH Number: [24]
Disease/Syndrome [deviated septum repair]
/Surgery/Non-Drug
Allergies/Drug Allergies:

Start Date: UNK/UNK/1970
Ongoing: NO
End Date:
UNK/UNK/1970

Ly || Line/MH Number: [25]
Disease/Syndrome [prostatectomy]
/Surgery/Non-Drug
Allergies/Drug Allergies:

Start Date: UNK/UNK/2011
Ongoing: NO
End Date:
UNK/UNK/2011
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Form Status: Data Complete, Locked, Frozen, Verified
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Subject Initials; -

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Vital Signs

1. | Date: Sep/8/2020

2. | Weight: [78.0]

3. | Unit: kg

4. |Height: [161.4]

5. | Unit: cm

6. | Body Mass Index: [29.9]

Vital Signs Details

7a|| Record Identifier: 1
Temperature: [36.8]
Unit: C
Temperature L ocation: ORAL CAVITY
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Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Disposition
1. | Randomization Date : Sep/8/2020
2. | Randomization Number: [255113]
3. | Randomization Group: []
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Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/8/2020
4. | If nosamplewas collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

*** Confidential***

5a || sampleID [BN6DSB]

5b || sample 1D [BLOWOM]

5C || sampleID [BLOWON]
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Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/8/2020
4. [1f nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BN6DZJ]
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eCRF Audit Trail History

*** Confidential***

Vaccination
1. [Wasthere atemporary NO
delay of vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. |DoseDate Time: Sep/8/2020 21:17
5. [ Anatomical Location: DELTOID MUSCLE
6. [Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: []
9. [Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed YES
for at least the protocol
specified observation period
after investigational product
administration?
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eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response | NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
- Reactogenicity diary THIS SUBJECT
collection
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Form Status: Data Complete, Locked, Frozen, Verified
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/29/2020

2. | Erroneous Visit

*** Confidential***

Page 21 of 723

FDA-CBER-2021-5683-0936213




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
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Site No: 1131
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Generated By: ' (b) (4)
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Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials; -

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/29/2020
Vital Signs Details
2.2 | Record Identifier: 1
Temperature: [36.7]
Unit: C
Temperature Location: ORAL CAVITY
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SWAB
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SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/29/2020
4. [1f nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BP9B2P]

*** Confidential***
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Site No: 1131
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Generated By: ' (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Vaccination
1. [Wasthere atemporary NO
delay of vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. |DoseDate Time: Sep/29/2020 13:38
5. [ Anatomical Location: DELTOID MUSCLE
6. [Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: []
9. [Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed YES
for at least the protocol
specified observation period
after investigational product
administration?
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Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Nov/3/2020
2. | Erroneous Visit
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SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)
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Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/3/2020
4. | If nosamplewas collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5a || sampleID [BS7XBY]
5b || sample 1D [BS7XBX]
5.c
Sample ID [BP99ZF]
Page 26 of 723

*** Confidential***
FDA-CBER-2021-5683-0936218




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: V4_MONTH6_L
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Subject No: 11311151

Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. [ Date of Visit 1l

2. | Erroneous Visit
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Subject No: 11311151

Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || Sample D []

Page 28 of 723

*** Confidential***
FDA-CBER-2021-5683-0936220




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. [ Date of Visit 1l

2. | Erroneous Visit
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Subject No: 11311151

Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || Sample D []
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Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. [ Date of Visit 1l

2. | Erroneous Visit
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Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || Sample D []
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Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/16/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_A

*** Confidential***
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Form Version: 10-Dec-2020 02:29  Form Status. Data Complete
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Generated By: = (b) (4)

Form: SSIGNSAND SYMPTOMS OF POTENTIAL

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Signs and Symptoms

1. | Date of Assessment: Dec/16/2020
2. | Date of First Symptom Dec/16/2020
Started:
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/19/2020
Symptoms
42 || symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4. Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
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Site Name: (1131) PriMED Clinical Research
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4.f

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

4.9 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO

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

41 || symptoms: VOMITING
Was symptom present? NO

Symptoms - Other

5.a

Symptoms - Other Text:

[nasal congestion]

S.b

Symptoms - Other Text:

[nasal drainage]

*** Confidential***
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Visit: POT_COVID_ILL 1

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

SiteNo: 1131

Subject No: 11311151

Site Name: (1131) PriMED Clinical Research

Subject Initials; -

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Date Of. Specimen Speu_men C Assay Code and Descr . Form Insta
# | Collecti ollection Lo . Device Type

Type . iption nce
on cation

1. |Not Ap | Not Appli | Not Applica | Not Applicable Not Applicabl Repeating

plicable | cable ble e Pages
2. |Jan/17/ | SWABBE | NASOPHAR | SEVERE ACUTE RES | SARS-COV-2 | Repesating

2021 D MATER | YNX P SYNDROME CORO | DIAGNOSTI Pages

IAL NAVIRUS 2 CTEST
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Site No: 1131
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Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN

Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

1. | Actua Date of Collection: | Not Applicable Comments
I
2. | Specimen Type: Not Applicable Comments
3. [ Specimen Collection Not Applicable Comments
Location:
4. | Assay Code and Not Applicable Comments
Description:
5. | Device Type: Not Applicable Comments
6. | Trade Name: Not Applicable Comments
7. | Test Result: Not Applicable Comments
8. | Comments/Findings Not Applicable Comments
/Details:
[]
9. | Trade Name Other, Specify: | Not Applicable Comments
[]
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Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54 Form Status. Data Complete

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection:

Jan/17/2021

2. | Specimen Type:

SWABBED MATERIAL

3. [ Specimen Collection
Location:

NASOPHARY NX

4. | Assay Code and

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

[Details:;

Description:
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: OTHER
7. | Test Resullt: NEGATIVE
8. | Comments/Findings []

9. | Trade Name Other, Specify:

[nalt unknown]
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Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

or sample was not collected
according to protocol,
please provide reason:

1. | Data Origin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no samplewas collected | [waiting on swab from subject]

Aliquot

Please enter barcode for each aliquot.

5 || Sample D []

*** Confidential***
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Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type NASAL_SWAB
3. | Sample Collected? NO

4. | If no samplewas collected | [self swab]

or sample was not collected
according to protocol,
please provide reason:

Aliquot

Please enter barcode for each aliquot.

5 || Sample D []
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Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete

SiteNo: 1131
Subject No: 11311151
Generated By:

(b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Health Care Utilization

*** Confidential***

1a || physician or Hedlthcare | SPECIALIST
Professional:
Occurrence of Visits or NO
Contacts:
1b Physician or Healthcare | EMERGENCY ROOM
Professiondl:
Occurrence of Visits or NO
Contacts:
1lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or YES
Contacts: Number of Visits or Contacts:
[1]
1d || physician or Healthcare | URGENT CARE
Professional:
Occurrence of Visits or NO
Contacts:
le Physician or Healthcare | TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or NO
Contacts:
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Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:26

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1f Physician or Healthcare

Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

3. | Hasthe subject been
hospitalized due to potential
COVID-19illness?

YES

Has the subject been in intensive care due to potential
COVID-19illness?
NO
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Form Version: 22-Apr-2020 21:02
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
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Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
4 Hospitalization Catego | Hospitalization | Admission Ongoing Form Instance
ry Term Date
1. |HOSPITALIZATION ST | HOSPITAL Dec/17/2020 | NO Repeating
ATUS Discharge D Pages
ate:
Dec/19/202
0
Page 43 of 723

*** Confidential***

FDA-CBER-2021-5683-0936235



090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form: HOSPITALIZATION DETAILS

Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category:

HOSPITALIZATION STATUS

2. | Hospitalization Term: HOSPITAL

3. | Admission Date: Dec/17/2020

4. | Ongoing? NO
Discharge Date:
Dec/19/2020
Page 44 of 723

*** Confidential***
FDA-CBER-2021-5683-0936236




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Form Version: 06-Jul-2
Site No: 1131

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

020 21:53
Site Name: (1131) PriMED Clinical Research

*** Confidential***

Subject No: 11311151 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Treatment | | Con Non-Drug Treatme | Treatme | Treatme | Start Dat | Form Instan
# - .
dentifier nts Pre-specified nt nt e ce
1. | Not Applicab | Not Applicable Not Appli | Not Appli | Not Appli | Repeating
le cable cable cable Pages
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Visit: POT_COVID_ILL 1-

Form: RESPIRATORY TREATMENT

Unscheduled Visit on Dec/16/2020

Form Version: 06-Jul-2020 21:53 Form Status. Data Complete, Frozen
Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
Form Comments

eCRF Audit Trail History

Respiratory Treatment

1. | What is the treatment Not Applicable Comments
Identifier?
[]
2. | Concomitant Non-drug Not Applicable Comments
Treatment Pre-specified:
3. | Treatment: Not Applicable Comments
4. | Treatment: Not Applicable Comments
[]
5. | Start Date: Not Applicable Comments
I
6. | Ongoing? Not Applicable Comments
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Site No: 1131
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Form: ILLNESS DETAILS

Form Status: Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event: | POTENTIAL COVID-19 ILLNESS

for Potential COVID-19
I1Iness?

2. | Was adiagnosis obtained NO

3. | Toxicity Grade: 1

*** Confidential***
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Category of Clinica | Subcategory of Clinic | Diagnosis Obt | Toxicity G | Form Instanc
# .
| Event: al Event ained rade e
1. | Not Applicable Not Applicable Not Applicable | Not Applic Repeating
able Pages
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Site No: 1131
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Generated By: = (b) (4)

Form: ILLNESS DETAILS - SEVERE

Unscheduled Visit on Dec/16/2020
Form Version: 17-Jul-2020 21:55 Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

[lIness Details
1. | Category of Clinical Event: | Not Applicable Comments
2. | Subcategory of Clinical Not Applicable Comments
Event:
3. | Wasadiagnosisobtained? | Not Applicable Comments
4. | Toxicity Grade: Not Applicable Comments
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Category f Collecti | Specim
or Lab Tes Vendor on Date | en Typ Lab Result Form Insta
i Name ] e nce
. | Not Applic | Not Ap | Not App | Not Ap Sponsor -Def Repeating
able plicable | licable | plicable ||inoq |dentifi| Test: | Result: Pages
er
Not Applica | Not Ap [Not Ap
ble plicable | plicable
Not Applica | Not Ap [Not Ap
ble plicable | plicable
Not Applica | Not Ap [Not Ap
ble plicable | plicable
Not Applica | Not Ap [Not Ap
ble plicable | plicable
Not Applica | Not Ap |Not Ap
ble plicable | plicable
Not Applica | Not Ap |Not Ap
ble plicable | plicable
Not Applica | Not Ap [Not Ap
ble plicable | plicable
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Visit: POT_COVID_ILL 1
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Form: LOCAL LABORATORY DATA - REPEATING
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SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Category f | Vendo | Collect | Speci
# |or LabTes [r Nam [ionDat | men T Lab Result FO”:CI:Sta
t e e ype
2. |CLINICAL |[] Dec/17/ | BLOO Sponsor-D Repeating
CHEMIST 2020 |D efined I den Test: Slcf Pages
RY tifier '
329 C Reactive Pro ([ ]
tein_PX329
30 Alanine Amin |[]
otransferase P
X30
28 Aspartate Ami |[ ]
notransferase
PX28
35 Alkaline Phos |[]
phatase PX35
21 Bilirubin_PX2 |[]
1
47 Blood UreaNi |43
trogen_PX47
48 Creatinine PX |2.0
48
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Category f | Vendo | Collect | Speci
# |or LabTes [r Nam [ionDat | men T Lab Result FO”:CI:Sta
t e e ype
3. |CLINICAL (][] Dec/18/ | BLOO Sponsor-D Res Repesating
RY tifier '
329 C Reactive Pro ([ ]
tein_PX329
30 Alanine Amin |[]
otransferase P
X30
28 Aspartate Ami |[ ]
notransferase
PX28
35 Alkaline Phos |[]
phatase PX35
21 Bilirubin_PX2 |[]
1
47 Blood UreaNi |40
trogen_PX47
48 Creatinine PX |1.7
48
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Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
Form Comments

eCRF Audit Trail History

Lab Chemistry Details

*** Confidential***

1. | Lab Pand: Not Applicable Comments
2. |Laboratory Name and Not Applicable Comments
Address
[]
3. | Collection Date: Not Applicable Comments
Il
4. | Specimen Type: Not Applicable Comments
Lab Result
52 || sponsor 1D: Not Applicable Comments
[]
Test: C Reactive Protein_PX329
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
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Visit: POT_COVID_ILL 1-

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 CHEMISTRY

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

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5b Sponsor ID: Not Applicable Comments
[]
Test: Alanine Aminotransferase PX30
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
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Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5 Sponsor ID: Not Applicable Comments
[]
Test: Lymphocytes PX611
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology
1. |Lab Panel: HEMATOLOGY
2. |Laboratory Name and []
Address
3. | Collection Date: Dec/17/2020
4. | Specimen Type: BLOOD
Lab Result
52 || sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [12.5]
Not Done:
LNMT Low
[13.1]
High
[17.6]
Unit
/uL
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 Hematology
Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5b Sponsor ID: [2]
Test: Hematocrit PX2
Result: [36.9]
Not Done:
LNMT Low
[39]
High
[51.5]
Unit
%
>C || sponsor 1D: [3]
Test: Erythrocytes PX3
Result: [
Not Done; NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

Form: LOCAL LABORATORY DATA - REPEATING

Hematology
Form Status: Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [129]
Not Done:
LNMT Low
[154]
High
[393]
Unit
/uL
o€ || sponsor ID: [7]
Test: Leukocytes PX7
Result: [6.4]
Not Done;
LNMT Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 Hematology
Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5f Sponsor ID: [608]
Test: Neutrophils_PX608
Result: [68.2]
Not Done:
LNMT Low
[]
High
[]
Unit
5.9 || sponsor ID: [609]
Test: Eosinophils_PX609
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

Form: LOCAL LABORATORY DATA - REPEATING

Hematology
Form Status: Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5h Sponsor ID: [612]
Test: Monocytes PX612
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
Si Sponsor ID: [610]
Test: Basophils_PX610
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

5 Sponsor ID: [611]
Test: Lymphocytes PX611
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology
1. |Lab Panel: HEMATOLOGY
2. |Laboratory Name and []
Address
3. | Collection Date: Dec/18/2020
4. | Specimen Type: BLOOD
Lab Result
52 || sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [11.1]
Not Done:
LNMT Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 Hematology
Form Version: 20-Feb-2021 02:18 Form Status: Data Complete, Frozen
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5b Sponsor ID: [2]
Test: Hematocrit PX2
Result: [32.6]
Not Done:
LNMT Low
[]
High
[]
Unit
5C || Sponsor ID: [3]
Test: Erythrocytes PX3
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5d Sponsor ID: [5]
Test: Platelets PX5
Result: [108]
Not Done:
LNMT Low
[
High
[
Unit
5€ || Sponsor ID: [7]
Test: Leukocytes PX7
Result: []
Not Done: NOT DONE
LNMT Low
[
High
[
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 Hematology
Form Version: 20-Feb-2021 02:18 Form Status: Data Complete, Frozen
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5f Sponsor ID: [608]
Test: Neutrophils_PX608
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5.9 || sponsor ID: [609]
Test: Eosinophils_PX609
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

Form: LOCAL LABORATORY DATA - REPEATING

Hematology
Form Status: Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5h Sponsor ID: [612]
Test: Monocytes PX612
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
Si Sponsor ID: [610]
Test: Basophils_PX610
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

5 Sponsor ID: [611]
Test: Lymphocytes PX611
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50

Site No: 1131
Subject No: 11311151
Generated By: ' (b) (4)

Form: VITAL SIGNS- COVID

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

# Date:

Vital Signs Details

Form Instance

1. | Dec/17/2020 Record Identifier: | Systolic: | Diastolic: Repedting Pages
Not Applicable 224 70
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 14-Jan-2021 02:17

Site Name: (1131) PriMED Clinical Research

Subject Initials; -

Generated Time (GMT): 29-Mar-2021 11:34

# Date:

Vital Signs Details

Form Instance

2. DELETED | Dec/18/2020

Record Identifier: | Systalic:

Diastolic:

1 136

58

Repeating Pages

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

Form Version: 20-Feb-2021 02:11

Form: VITAL SIGNS- COVID

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

# Date: Vital Signs Details Form Instance

3. Dec/18/2020 || Record Identifier: | Systolic: | Diastolic: | | Repealing Pages
1 180 66

4. Dec/19/2020 || Record Identifier: | Systolic: | Diastolic: | | Repeating Pages
1 168 71

5.DELETED | Dec/17/2020 || Record |dentifier: | Systolic: | Diastolic: | | Repealing Pages
1 186 53
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Header Text: c4591001

Visit: POT_COVID ILL 1- Form: VITAL SIGNS- COVID
Unscheduled Visit on Dec/16/2020

Form Version: 21-Aug-2020 02:50  Form Status:. Data Complete

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Dec/17/2020 Comments

Vital Signs Details

2| Record Identifier: 1

Systalic: [224] Comments
Diastolic: [70] Comments
Respiratory Ratein [18] Comments
respirations/minute:

Heart Rate in [40] Comments
beats/minute:
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Header Text: c4591001
Visit: POT_COVID ILL 1-

Form: VITAL SIGNS- COVID

Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:17 Form Status. Data Complete, Deleted

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. |Date: Dec/18/2020

Vital Signs Details

23 || Record Identifier: 1
Systolic: [436]
Diastolic: [58]
Respiratory Rate in [16]
respirations/minute:
Heart Rate in [36]
beats/minute:
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Dec/18/2020

Vital Signs Details

28| | Record Identifier: 1
Systolic: [180]
Diastolic: [66]
Respiratory Rate in [18]
respirations/minute:
Heart Rate in [35]
beats/minute:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Dec/19/2020

Vital Signs Details

28| | Record Identifier: 1
Systolic: [168]
Diastalic: [71]
Respiratory Rate in [18]
respirations/minute:
Heart Rate in [71]
beats/minute:
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Header Text: c4591001
Visit: POT_COVID ILL 1-

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS- COVID

Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11 Form Status. Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. |Date: Dec/17/2020

Vital Signs Details

23 || Record Identifier: 1
Systolic: [486]
Diastolic: [53]
Respiratory Rate in [44]
respirations/minute:
Heart Rate in [40]
beats/minute:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - PULSE

Form Version: 21-Aug-2020 02:51

Site No: 1131
Subject No: 11311151
Generated By: ' (b) (4)

OX ROOM AIR

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-M

ar-202111:34

# Date: Vital Signs Details Form Instance
1. | Dec/17/2020 Record | dentifier: Oxygen Saturation Repesting Pages
Not Applicable 99.0
Page 104 of 723
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Header Text: c4591001

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Visit: POT_COVID ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR
Form Version: 14-Jan-2021 02:17

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

# Date: Vital Signs Details Form Instance
2. | Dec/28/2020 Record | dentifier: Oxygen Satur ation Repesting Pages
1 97.0

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

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 20-Feb-2021 02:11

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

# Date: Vital Signs Details Form Instance
3. Dec/19/2020 || Record Identifier: | Oxygen Saturation | | REpeating Pages
1 93.0
4.DELETED Record I dentifier: | Oxygen Saturation | | Repeating Pages
1
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Dec/17/2020 Comments

Vital Signs Details

2.2 || Record Identifier: 1

SPO2 Pulse Oximetry % | [99.0]

Comments

Page

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form Version: 14-Jan-2021 02:17 Form Status. Data Complete
Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Vital Signs
1. | Date: Dec/28/2020
Vital Signs Details
28| | Record Identifier: 1
SPO2 Pulse Oximetry % | [97.0]
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form Version: 20-Feb-2021 02:11 Form Status. Data Complete
Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Vital Signs
1. | Date: Dec/19/2020
Vital Signs Details
28| | Record Identifier: 1
SPO2 Pulse Oximetry % | [93.0]

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form Version: 20-Feb-2021 02:11 Form Status. Incomplete, Data Complete, Deleted
Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Vital Signs

1

Date:

I

Vital Signs Details

2.a

Record Identifier:

SPO2 Pulse Oximetry %

[]
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Header Text: c4591001
Visit: POT_COVID ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1131

Subject No: 11311151
Generated By: ' (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Date Time of Asses

Arterial Blood Gases

FiO2 (Fraction of Inhaled

# ament Pa02 Oxygen) Form Instance
1. | Not Applicable Not Applicable Not Applicable Repesating
Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: OXYGENATION PARAMETERS

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: | Not Applicable Comments
I
2. | Arterial Blood Gases PaO2 | Not Applicable Comments
(mmHg):
[]
3. | FiO2 (Fraction of Inhaled Not Applicable Comments
Oxygen):
[]
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Header Text: c4591001
Visit: POT_COVID ILL 1 Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

4 Sponsor-p_efi Category_for Canomitant M_e_dic I\/IN:dr?(?a?ifo Start D | Form Instan
ned Identifier | Medication | ationsPre-specified N ate ce

1. | Not Applicabl | Not Applicab | Not Applicable Not Applic |Not App | Repesting
e le able licable Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form: CONCOMITANT MEDICATIONS -

Unscheduled Visit on Dec/16/2020 VASOPRESSORS
Form Version: 06-Jul-2020 21:55 Form Status. Data Complete, Frozen

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant M edications

1. | What is the medication
identifier?

Not Applicable

[]

Comments

2. | Category:

Not Applicable

Comments

3. | Concomitant Medications
Pre-specified:

Not Applicable

Comments

4. | Medication:

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

Not Applicable

[]

Comments

5. | Start Date:

Not Applicable

I

Comments

6. | Ongoing?

Not Applicable

Comments
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Visit: POT_COVID ILL 1 Form: IMAGING
Form Version: 06-Jul-2020 21:53
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Dateof | Locatio | Imagi Form Insta
# | Assess | nof Ass | ngMe Overall Assessment
nce
ment | essment | thod
1. | Dec/17/ | CHEST | X-RA |ABNORMAL Repeating
2020 Y If abnormal, specify findings: Pages
Mild cardiomegaly. Mild vascular congestion
and interstitial edemais questioned. No focal |
ung consolidation, pleural fluid or pneumothor
ax.
2. |Dec/17/ | HEAD |CT SC | ABNORMAL Repeating
2020 AN If abnormal, specify findings: Pages
No acute intracranial process.
Mild atrophy and chronic small vessel ischemi
¢ changes.
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Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: IMAGING

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Dec/17/2020 Comments
2. | Location of Assessment: CHEST Comments
3. | Type of Imaging Exam: X-RAY Comments
4. | Assessment: ABNORMAL Comments

If abnormal, specify findings:

[Mild cardiomegaly. Mild vascular congestion
and interstitial edemais questioned. No focal
lung consolidation, pleural fluid or
pneumothorax.]
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Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:53
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: IMAGING

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging
1. | Date of Assessment: Dec/17/2020
2. | Location of Assessment: HEAD
3. | Type of Imaging Exam: CT SCAN
4. | Assessment: ABNORMAL
If abnormal, specify findings:
[No acute intracranial process.
Mild atrophy and chronic small vessel ischemic changes.]
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Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Dec/18/2020
2. | Erroneous Visit ERRONEOUSVISIT

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: CoviD_B
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Visit: POT_COVID_ILL 2

Site No: 1131
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Generated By: ' (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Date of Col | Specimen

# lection Type

Specimen Collecti
on L ocation

Assay Code and
Description

Device
Type

Form Instan
ce

Repeating
Pages
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Visit: POT_COVID_ILL 2-
Unscheduled Visit on Dec/18/2020

Form Version: 06-Jul-2020 21:54 Form Status: Not Started
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Microbiology Specimen

1

Actual Date of Collection:

I

2.

Specimen Type:

3.

Specimen Collection
Location:

Assay Code and
Description:

Device Type:

Trade Name:

Test Result:

| N o | u

Comments/Findings
/Details:

[]

Trade Name Other, Specify:

[]
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Site No: 1131
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Generated By: ' (b) (4)

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

# Treatment Ide | Con Non-Drug Treatments | Treatm | Treatm | Start D | Form Instanc
ntifier Pre-specified ent ent ate e
1. Repeating
Pages

*** Confidential***

Page 121 of 723

FDA-CBER-2021-5683-0936313




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2-

Unscheduled Visit on Dec/18/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Respiratory Treatment

1

What is the treatment
Identifier?

[]

Concomitant Non-drug

Treatment Pre-specified:

Treatment:

Treatment:

[]

Start Date:

I

(SN ISR I

Ongoing?
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Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Category of Clinica | Subcategory of Clinic | Diagnosis Obt | Toxicity G | Form Instanc
# .
| Event: al Event ained rade e
1. Repeating
Pages
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Visit: POT_COVID_ILL 2-
Unscheduled Visit on Dec/18/2020
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SiteNo: 1131
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Generated By: = (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

I1lness Details

1. | Category of Clinical Event:

2. | Subcategory of Clinical
Event:

3. | Was a diagnosis obtained?

4. | Toxicity Grade:
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Visit: POT_COVID_ILL 2
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Generated By: = (b) (4)

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

Category fo | Vendor | Collectio | Specime Form Instan
# r Lab Test Name | n Date n Type Lab Result ce
L Sponsor-Defin | Te | Res || Repeding
ed Identifier | st: | ult: Pages
Page 125 of 723

FDA-CBER-2021-5683-0936317




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Dec/18/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Lab Chemistry Details

1. | Lab Pandl:

2. | Laboratory Name and []
Address

3. | Collection Date: I

4. | Specimen Type:

Lab Result
5. )
Sponsor ID: []
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Generated By: = (b) (4)

Visit: POT_COVID_ILL 2

Form: LOCAL LABORATORY DATA - REPEATING

Hematology

Form Version: 21-Aug-2020 02:51

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Category f | Vendor Nam

Collecti

r

# | or Lab Tes | e DERIVED | on Date | SPEM L ab Result Form Instan
t ) . en Type ce

L Sponsor-Defi | | o Repeating
ned Identifie | 7| - Pages
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Visit: POT_COVID_ILL 2-
Unscheduled Visit on Dec/18/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Laboratory Data Hematology

1. | Lab Pand:

2. | Laboratory Name and []
Address

3. | Collection Date: 1l

4. | Specimen Type:

Lab Result
5. )
Sponsor ID: []
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Form: VITAL SIGNS- COVID

Form Version: 21-Aug-2020 02:50

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

# | Date Vital Signs Details Form Instance
1 Record I dentifier: Systalic: Diastolic: Repeating Pages
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Visit: POT_COVID ILL 2-
Unscheduled Visit on Dec/18/2020

Form: VITAL SIGNS- COVID

Form Version: 21-Aug-2020 02:.50  Form Status: Not Started

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Vital Signs

1. | Date; 1!

Vi

tal Signs Details

2, Record Identifier:

Systalic: []
Diastalic: []
Respiratory Rate in []
respirations/minute:

Heart Rate in []
beats/minute:
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Visit: POT_COVID_ILL 2

Site No: 1131
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Generated By: ' (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site Name: (1131) PriMED Clinical Research

Subject Initials; -

Generated Time (GMT): 29-Mar-2021 11:34

Record I dentifier: Oxygen Saturation

# | Date: Vital Signs Details Form Instance
1 Repeating Pages

*** Confidential***

Page 131 of 723

FDA-CBER-2021-5683-0936323




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Dec/18/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Vital Signs

1. | Date; 1!

Vi

tal Signs Details

Record Identifier:

SPO2 Pulse Oximetry % | [ ]
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Visit: POT_COVID_ILL 2

Site No: 1131
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Generated By: ' (b) (4)

Form: OXYGENATION PARAMETERS
Form Version: 06-Jul-2020 21:52

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Date Time of Asses

Arterial Blood Gases

FiO2 (Fraction of Inhaled

# ament Pa02 Oxygen) Form Instance
1. Repeating
Pages

*** Confidential***
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Visit: POT_COVID_ILL 2-
Unscheduled Visit on Dec/18/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: OXYGENATION PARAMETERS

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: 1!

2. | Arteria Blood Gases Pa0O2 | [ ]
(mmHg):

3. | FiO2 (Fraction of Inhaled []
Oxygen):
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:55

Subject No: 11311151
Generated By: = (b) (4)

Form: CONCOMITANT MEDICATIONS -

VASOPRESSORS

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Sponsor-Defin

# 1 ed 1 dentifier

Category for
M edication

Concomitant M edica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

Repeating
Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 2-

Form: CONCOMITANT MEDICATIONS -

Unscheduled Visit on Dec/18/2020 VASOPRESSORS
Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Concomitant M edications

1. | What is the medication
identifier?

[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

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

[]

5. | Start Date:

I

6. | Ongoing?
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Visit: POT_COVID_ILL 2
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Form: IMAGING

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Assessm | Location of Assess | Imaging Met | Overall Assessm
# Form Instance
ent ment hod ent
1. Repeating
Pages
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Visit: POT_COVID_ILL 2-

Unscheduled Visit on Dec/18/2020
Form Version: 06-Jul-2020 21:53

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: IMAGING

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Imaging

Date of Assessment:

I

Location of Assessment:

Type of Imaging Exam:

AWM P

Assessment:
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Visit: POT_COVID _CONVA 1 -
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Form: DATE OF VISIT - ILLNESS CONVALESCENT

Unscheduled Visit on Jan/26/2021
Form Version: 22-Apr-2020 21:04  Form Status. Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/26/2021
2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit: COVID_A1l

*** Confidential***
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Visit: POT_COVID_CONVA 1 - Form: ELECTRONIC SAMPLE TRACKING -
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Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Frozen, Verified

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Jan/26/2021

4. | If nosamplewas collected |[]
or sample was not collected
according to protocol,
please provide reason:

Aliquot

Please enter barcode for each aliquot.

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

5a || sampleID [BROF9F]

5b || sample 1D [BS7XWS]

5C || sampleID [BS7TXWO]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Date of Visit

1. | Date of Visit I

2. | Erroneous Visit
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Visit: Unplanned - New Unscheduled Form: UNPLANNED VISIT

Visit

Form Version: 22-Apr-2020 21:04
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Unplanned Assessments

1. | Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Nov/3/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
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Visit: Follow-Up - Unscheduled

Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

SiteNo: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Disposition - Follow-Up

1. | Date of
Completion/Discontinuation
/Death :

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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- New Unscheduled Visit

Site No: 1131
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Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:
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Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || Sample D []
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AE Id Isthe Adverse E
# Category | entifie AdverseE Start Date | vent Still Ongoin Form Insta
vent nce
r g
1. ADVER |1 completeh | Dec/8/2020 | NO Repesating
SE EVE eart block | UNK:UNK | End Date Time: Pages
NT
Dec/19/2020 U
NK:UNK
2. ADVER |2 hypokalemi | Dec/17/202 | NO Repeating
SEEVE a OUNK:UN | End Date Time: Pages
NT K
Dec/18/2020 U
NK:UNK
3. ADVER |3 symptomati | Dec/8/2020 | NO Repeating
SEEVE ¢ bradycard | UNK:UNK | End Date Time: Pages
NT ia
Dec/19/2020 U
NK:UNK
4. DELETED Not Applic | Dec/17/202 | NO Repeating
able 018:43 End Date Time: Pages
Dec/19/2020 U
NK:UNK
5. ADVER |5 hypertensiv | Dec/17/202 | NO Repesating
SEEVE eurgency | OUNK:UN | EndDate Time: Pages
NT K
Dec/19/2020 U
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Form: ADVERSE EVENT REPORT

Site Name: (1131) PriMED Clinical Research

Subject Initials; -

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
AE Id Isthe Adverse E
# Category | entifie Adverse E Start Date | vent Still Ongoin Form Insta
vent nce
r g
NK:UNK

6. ADVER |6 mild cardio | Dec/17/202 | YES Repeating

SE EVE megaly 0 UNK:UN Pages

NT K
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Site Name: (1131) PriMED Clinical Research
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Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [complete heart block]
(If possible specify
diagnosis, not individual
symptoms)
4. |Start Date Time: Dec/8/2020 UNK:UNK
5. [Isthe adverse event still NO
ongoing? End Date Time:
Dec/19/2020 UNK:UNK
6. | Toxicity Grade: 4
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7. |Isthe adverse event YES
serious? 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; NO
Inpatient hospitalization or
prolongation of existing N . . e
hospitalization: Persistent or $I|5d sthls serious event require or prolong hospitalization?
significant
disability/incapacity; o _ _ _ L
Congenital anomaly/birth Dld thl_s serious e\_/ent result in persistent or significant
defect; Important medical disability/incapacity?
event (i.e. may jeopardize NO
subject and may require
medical/surgical Isthis serious event life threatening?
intervention to prevent YES
above outcomes).
Other medically important serious event
NO
8. |Isthisadverse event the NO
result of astudy 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:
[A-V conduction block]
10. | Latest Action Taken with NOT APPLICABLE

Study Treatment:
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Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

given?

11. | Was a Concomitant YES
Medication given?
12. | WasaNon-Drug Treatment | YES

13.

What was the outcome of
this adverse event?:

RECOVERED/RESOLVED WITH SEQUELAE

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[2020511089]
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SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

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

(If possible specify

diagnosis, not individual

Ssymptoms)
4. | Start Date Time: Dec/17/2020 UNK:UNK
5. |Isthe adverse event still NO

ongoing? End Date Time:

Dec/18/2020 UNK:UNK

6. | Toxicity Grade: 1
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Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

7.

Isthe adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Was a Concomitant
Medication given?
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YES
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Form: ADVERSE EVENT REPORT

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

12.

Was a Non-Drug Treatment
given?

YES

13.

What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. |Adverse Event: [symptomatic bradycardial
(If possible specify
diagnosis, not individual
Ssymptoms)
4. | Start Date Time: Dec/8/2020 UNK:UNK
5. |Isthe adverse event still NO
ongoing? End Date Time:
Dec/19/2020 UNK:UNK
6. | Toxicity Grade: 2
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Form: ADVERSE EVENT REPORT

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

7.

Isthe adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[complete heart block]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Form: ADVERSE EVENT REPORT

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

the subject to be
discontinued from the
study?

11. | Was a Concomitant NO
Medication given?

12. | WasaNon-Drug Treatment | YES
given?

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

14. | Did the adverse event cause | NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]

*** Confidential***

Page 157 of 723

FDA-CBER-2021-5683-0936349




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131
Subject No: 11311151
Generated By: = (b) (4)
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Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category:
2. |AEID: [
3. |Adverse Event: Not Applicable Comments
(If possible specify
diagnosis, not individual []
symptoms)
4. | Start Date Time: Dec/17/2020-18:43
5. [Isthe adverse event still NO
ongoing? End-DateTime:
Decl19/2020 IUNK NI
6. | Toxicity Grade: 4
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Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

result of astudy Medication
Error?

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

*** Confidential***

7. |Isthe adverse event YES
serious? lsthis sertous-event-associated-with-congenital
aneraly-er-bith-defect?

If Yes, NOTIFY PFIZER NO
IMMEDIATELY.

L thi . It in death
Fatal; Life-threatening; NO
Inpatient hospitalization or
prolongation of existing Did thi . | . |
hospitalization; Persistent or hospitalization?
significant '
disability/incapacity;
Congenital anomaly/birth . ) _ _
defect: Important medical D+el-th|-s-sen9us-event-@dl-t—n+pepg-stent-er
event (i.e. may jeopardize W
subject and may require
medical/surgical S _ .
intervention to prevent lsthissertous-event e threatening?
above outcomes). ¥ES

I icallvi .

¥YES
8. |Isthisadverse event the NO
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Form Status: Data Complete, Deleted
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Subject Initials; -
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*** THISREPEATING FORM HASBEEN DELETED ***

9. |Isthisevent related to study | NOFRELATED
treatment: H-Not-Related-to-study-treatment(s)this-eventis
dueto:
OTHER
HOther-specify.
[av-conduction-block]
10. | Latest Action Taken with NOTAPPLICABLE
Study Treatment:
11. | Was a Concomitant ¥YES
Medication given?
12. | WasaNon-Drug Treatment | ¥ES
given?
13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO
the subject to be
discontinued from the
study?
15. | Serious Adverse Event []

Number: For Pfizer Use
Only
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Form: ADVERSE EVENT REPORT

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [hypertensive urgency]
(If possible specify
diagnosis, not individual
Ssymptoms)
4. | Start Date Time: Dec/17/2020 UNK:UNK
5. |Isthe adverse event still NO
ongoing? End Date Time:
Dec/19/2020 UNK:UNK
6. | Toxicity Grade: 2
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Generated Time (GMT): 29-Mar-2021 11:34

7.

Isthe adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[Heart Block]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

the subject to be
discontinued from the
study?

11. | Was a Concomitant YES
Medication given?

12. | WasaNon-Drug Treatment | NO
given?

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

14. | Did the adverse event cause | NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Form: ADVERSE EVENT REPORT

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [6]
3. | Adverse Event: [mild cardiomegaly]

(If possible specify

diagnosis, not individual

Ssymptoms)
4. | Start Date Time: Dec/17/2020 UNK:UNK
5. |Isthe adverse event still YES

ongoing?
6. | Toxicity Grade: 1
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7.

Isthe adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
CONCOMITANT NON-DRUG TREATMENT

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Was a Concomitant
Medication given?

*** Confidential***

NO
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Generated Time (GMT): 29-Mar-2021 11:34

12.

Was a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

NOT RECOVERED/NOT RESOLVED

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Categ | Medicatio | Start | Isthemedication erro | Study Medication | Form Instan
# . : )
ory n Error Date r Still Ongoing ErrorsAction ce
1. Repeating
Pages
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Form: MEDICATION ERROR
Form Status: Not Started
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Subject Initials; -

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Medication Error

1. [Category:

2. | Medication Error (Typeof |[]
Medication Error):

3. | Start Date: Il

4. |Isthe medication error still
ongoing?

5. |Latest Action Taken with
Study Treatment:

6. | WasaConcomitant
Medication given?

7. | WasaNon-Drug Treatment
given?

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

9. | Wasthis medication error
associated with any adverse
events?

10. | Serious Adverse Event []

Number: For Pfizer Use
Only
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Sponsor-Defin

# 1 ed 1 dentifier

Category for
M edication

Concomitant M edica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

Repeating
Pages

*** Confidential***

Page 169 of 723

FDA-CBER-2021-5683-0936361




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Concomitant M edications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

M edication:

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:

I
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Sponsor-Defi | Category for
ned Identifier | Medication

Concomitant Medic Name qf Dose Des | Form Instan
. o M edicatio .
ations Pre-specified N cription ce

Repeating
Pages

*** Confidential***
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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: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Concomitant M edications

1. [What isthe medication
identifier?

[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©W|l®| Nl | o

Start Date:

I

10. | Ongoing?
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Header Text: c4591001
Visit: Logs

Site No: 1131
Subject No: 11311151
Generated By: ' (b) (4)

Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site Name: (1131) PriMED Clinical Research

Subject Initials; -

Generated Time (GMT): 29-Mar-2021 11:34

# Categ | Treatment Ide | Con Non-Drug Treatments | Treatm | Start D | Form Instanc
ory ntifier Pre-specified ent ate e
1. Repeating
Pages

*** Confidential***
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: RADIATION TREATMENT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment
Identifier?

[]

Concomitant Non-drug

Treatment Pre-specified:

Treatment:

[]

Start Date:

I

Ongoing?
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: ' (b) (4)

Form: TRANSFUSIONS

Site Name: (1131) PriMED Clinical Research

Subject Initials; -

Generated Time (GMT): 29-Mar-2021 11:34

# Transfusion Type Date of Transfusion Form Instance
1 Repeating Pages

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1131
Subject No: 11311151

Generated By: = (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion:

I
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 20-Feb-2021 02:16
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Vital Signs

1. | Date; 1l

Vi

tal Signs Details

Record Identifier:

Temperature: []

Unit:

Temperature L ocation:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Dec-2020 02:26
Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Vaccination

1.

Was there atemporary
delay of vaccination?

Treatment Name

[]

Formulation:

Dose Date Time;

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

o S B B S A B < A

Unit:

=
o

Timeframe Subject Was
Observed

[EEY
[N

. | 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: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Oct-2020 16:01
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -

Unscheduled
Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By:

(b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit
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Header Text: c4591001

Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

Visit: V201_SURVEIL_CONSENT - Form: INFORMED CONSENT - ASYMPTOMATIC

SURVEILLANCE

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:

*** Confidential***
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Header Text: c4591001

Visit: V201 _SURVEIL_CONSENT -

Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

> Sample ID

[]
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Header Text: c4591001

Unscheduled

SiteNo: 1131
Subject No: 11311151
Generated By: = (b) (4)

Visit: V201 _SURVEIL_CONSENT -

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

> Sample ID

[]

*** Confidential***

Page 185 of 723

FDA-CBER-2021-5683-0936377




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

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

Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Frozen, Verified
Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151

Generated By:

(b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Date of Visit

1

Date of Visit

Jan/18/2021

2.

Erroneous Visit
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Header Text: c4591001

Unscheduled

SiteNo: 1131
Subject No: 11311151
Generated By: = (b) (4)

Vigit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25  Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

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 and NOT confirmed to have received only placebo at
Vaccination 1/2

*** Confidential***
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Header Text: c4591001
Visit: Disposition - Unscheduled

Form: TREATMENT UNBLINDED

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

SiteNo: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Jan/18/2021

2. | Primary Reason for
Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Site No: 1131
Subject No: 11311151
Generated By: ' (b) (4)

Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Withdrawal Of Consent

1. [ Withdrawal of Consent
Date:

1

*** Confidential***
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Header Text: c4591001

Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: ' (b) (4)

Form: DEATH DETAILS CODED

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Death Details

1. | Date of Collection / //
Notification of Death;

Cause of Death

2. Cause of Death Status:

Cause of Death: []
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Nov/3/2020
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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, Verified

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Here to Enable

Page 192 of 723

*** Confidential***
FDA-CBER-2021-5683-0936384




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Vigit: Investigator Signature -
Unscheduled

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: CASEBOOK SIGNATURE FORM

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

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Audit Trail

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

e CRF_Sign

e CRF Sign 1

Name Signature Date Type Action
Meaning

*** Confidential***

Page 193 of 723

FDA-CBER-2021-5683-0936385




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item |Date User Comment
Form | Sep-08-2020 20:51:20 (UTC-05:00) | (b) (4), no inclusion or exclusion criteria met
Eastern Time (US & Canada) (Be)
Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item | Date User Comment
1.h | Sep-09-2020 10:35:47 (UTC-05:00) | (b) (4, rarely needs albuterol inhaler and no
Eastern Time (US & Canada) () ©) daily medication

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item | Date User Comment
1.h | Sep-09-2020 10:35:47 (UTC-05:00) | (b) (4, rarely needs albuterol inhaler and no
Eastern Time (US & Canada) () ©) daily medication
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item | Date User Comment
1.h | Sep-09-2020 10:35:47 (UTC-05:00) | (b) (4, rarely needs albuterol inhaler and no
Eastern Time (US & Canada) () ©) daily medication

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item | Date User Comment
1.h | Sep-09-2020 10:35:47 (UTC-05:00) | (b) (4, rarely needs albuterol inhaler and no
Eastern Time (US & Canada) () ©) daily medication
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

[tem

Date

User

Comment

Form

Dec-23-2020 12:15:56 (UTC-05:00) | (b) (4),
Eastern Time (US & Canada) (e

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

[tem

Date

User

Comment

1

Dec-23-2020 12:15:56 (UTC-

Eastern Time (US & Canada)

05:00) |/ (b) (@)
(b) (6)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

[tem

Date

User Comment

2

Dec-23-2020 12:15:56 (UTC-

Eastern Time (US & Canada)

05:00) | (b) (4), Not Applicable
(b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

[tem

Date

User Comment

3

Dec-23-2020 12:15:56 (UTC-

Eastern Time (US & Canada)

05:00) | (b) (4), Not Applicable
(b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
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Eastern Time (US & Canada)

05:00) (b) (4), Not Applicable
(b) (6)
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Header Text: c4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

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

e CRF_Sign
e CRF Sign 1
Name Signature Date Type Action
M eaning
(b) (6) N/A Jan-22-2021 13:06:22 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated
Affidavit:
N/A
William Approved Jan-22-2021 12:43:43 (UTC-05:00) BOOK Signed
Randall Eastern Time (US & Canada)
Affidavit:

By my dated signature below, I, WilliamRandall, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

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

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

(b) (6) N/A Dec-17-2020 09:42:34 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated
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Header Text: c4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Affidavit:

N/A

William Approved Nov-06-2020 19:46:15 (UTC-05:00) | BOOK Signed
Randall Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, WilliamRandall, 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 Federa Regulations, thisisto certify that |
intend that this electronic signature isto be the legally binding equivalent of my handwritten
signature.

To this| do attest by supplying my user name and password and clicking the button marked
Submit below.
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Site No: 1131

Generated By:

Form Version: 30-Jul-2020 21:29

Subject No: 11311151
(b) (4)

Header Text: c4591001
Visit: COHORT_SELECTION

History

Form: COHORT SELECTION - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:50:50 (b) (6) 24 JUL 2020

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
20:50:50 (b) (6) STAGE 3 COHORTS

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***

Page 327 of 723

FDA-CBER-2021-5683-0936519




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: COHORT_SELECTION

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Consent Was:

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
20:50:56 (0) (6) OBTAINED
(UTC-05:00) Date Written Consen
Eastern Time (US t Obtained
& Canada)

Sep/8/2020
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

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

Site Name: (1131) PriMED Clinical Research

Subject Initials; -

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Subject ID

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied
20:50:44 (autocalc) |11311151 from previous
(UTC-05:00) form
Eastern Time (US

& Canada)

2. Birth Date:

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |autocac |DataEntry: Enrollment
20:50:42 (autocalc) |(b) (6) 1937 Entry
(UTC-05:00)

Eastern Time (US

& Canada)

3. Sex:

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:51:04 (0) (6) MALE

(UTC-05:00)

Eastern Time (US

& Canada)

4. Ethnicity:

Date L ocation | User | Value Reason

*** Confidential***

Page 329 of 723

FDA-CBER-2021-5683-0936521




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

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

SiteNo: 1131

Subject No: 11311151

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

Site Name: (1131) PriMED Clinical Research

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Sep-08-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
20:51:04 (b) (6) NOT HISPANIC OR
(UTC-05:00) LATINO(A) OROF S
Eastern Time (US PANISH ORIGIN
& Canada)
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:51:04 (0) (6) WHITE
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:51:13 (0) (6) Sen/8/2020

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1131

Subject No: 11311151
(b) (4)

Generated By:

History

Form: DISPOSITION - SCREENING - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
20:51:34 (0) (6) Sen/8/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
20:51:34 (autocalc) | SCREENING

(UTC-05:00)

Eastern Time (US

& Canada)

3. Status:

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
20:51:34 e COMPLETED

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
la
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:32:00 (autocalc) | LineeMH 1
(UTC-05ZOO) Number:
Eastern Time (US Medical H hearing lo
& Canada) istory Ter ssin both

m: ears

Start Date UNK/UN

K/1970

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:32:00 (autocalc) |1
(UTC-05:00)
Eastern Time (US
& Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
10:32:00 (b()4%6) hearing lossin both e
(UTC-05:00) ars
Eastern Time (US
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

& Canada)

1.a Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
10:32:00 <é)4%’6> UNK/UNK/1970

(UTC-05:00)

Eastern Time (US

& Canada)

1.a Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
10:32:00 (b()“%é) YES

(UTC-05:00)

Eastern Time (US

& Canada)

1b

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:32:20 (autocalc) | LineM 2

(UTC-05ZOO) H Numb

Eastern Time (US er:

& Canada)

Medical hearing devi
History cewearerin
Term:  both ears
Start Da UNK/UNK/
te 2014
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Ongoing YES

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.bLine/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:32:20 (autocalc) | 2
(UTC-05:00)
Eastern Time (US
& Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:32:20 () ©) hearing device weare
(UTC-05:00) r in both ears
Eastern Time (US
& Canada)
1.b Start Date:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:32:20 ®)©) UNK/UNK/2014
(UTC-05:00)
Eastern Time (US
& Canada)
1.b Ongoing:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:32:20 (®) (©) YES
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SiteNo: 1131

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
1lc
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 [autocalc |DataEntry: Initial Entry
10:32:31 (autocalc) | LineMH N 3
(UTC-05:00) umber:
Eastern Time (US Medical His myopia
& Canada) tory Term:
Start Date: UNK/U
NK/195
3
Ongoing:  YES

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.cLine/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:32:31 (autocalc) |3
(UTC-05:00)
Eastern Time (US
& Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
10:32:31 @), myopia
(b) (6

(UTC-05:00)
Eastern Time (US
& Canada)
1.c Start Date:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
10:32:31 (é)“%é UNK/UNK/1953
(UTC-05:00)
Eastern Time (US
& Canada)
1.c Ongoing:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:32:31 (b) ®) YES
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SiteNo: 1131

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
1d
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 [autocalc |DataEntry: Initial Entry
10:32:52 (autocalc) | Line/MH N 4
(UTC-05:00) umber:
Eastern Time (US Medical His glaucom
& Canada) tory Term: a
Start Date: UNK/U
NK/201
5
Ongoing:  YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.dLine/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:32:52 (autocalc) |4
(UTC-05:00)
Eastern Time (US
& Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:32:52 () ©) glaucoma
(UTC-05:00)
Eastern Time (US
& Canada)
1.d Start Date:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:32:52 ®)©) UNK/UNK/2015
(UTC-05:00)
Eastern Time (US
& Canada)
1.d Ongoing:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:32:52 (®) (©) YES
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SiteNo: 1131

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Subject No: 11311151

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
le
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:33:14 (autocalc) | LineM 5
(UTC-05:00) H Numb
Eastern Time (US er:
& Canada) Medical cataract surg

History eryinbothe

Term: yes

Start Da UNK/UNK/

te: 2016

Ongoing NO

: End Date:

UNK/UN
K/2016
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By:

(b) (4)

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

l.eLine/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:33:14 (autocalc) |5

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:33:14 () ©) cataract surgery inb

(UTC-05:00) oth eyes

Eastern Time (US

& Canada)

1.e Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:33:14 ®)©) UNK/UNK/2016

(UTC-05:00)

Eastern Time (US

& Canada)

1.e Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:33:14 ®) ©) NO
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6) | End Date:
Eastern Time (US
& Canada) UNK/UNK/2016
1f
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
10:33:30 (autocalc) | LinelMH N 6
(UTC-05:00) umber:
Eastern Time (US Medical His chronic
& Canada) tory Term: dry eye
Start Date:  UNK/U
NK/201
5
Ongoing:  YES

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.f Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:33:30 (autocalc) |6
(UTC-05:00)
Eastern Time (US
& Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:33:30 () ©) chronic dry eye
(UTC-05:00)
Eastern Time (US
& Canada)
1.f Start Date:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:33:30 ®) (©) UNK/UNK/2015
(UTC-05:00)
Eastern Time (US
& Canada)
1.f Ongoing:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:33:30 (®) (©) YES
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SiteNo: 1131

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Subject No: 11311151

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
19
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 [autocalc |DataEntry: Initial Entry
10:33:56 (autocalc) | Ling/MH 7
(UTC-05:00) Number:
Eastern Time (US Medical H alergic rhi
& Canada) istory Ter nitis, seaso

m: nal

Start Date UNK/UN

: K/1970

Ongoing: YES
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Subject No: 11311151

Generated By:

(b) (4)

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.gLine/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:33:56 (autocalc) | 7

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:33:56 () ©) alergic rhinitis, seas

(UTC-05:00) onal

Eastern Time (US

& Canada)

1.g Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:33:56 ®)©) UNK/UNK/1970

(UTC-05:00)

Eastern Time (US

& Canada)

1.9 Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:33:56 ®) ©) YES
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Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
1.h
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 [autocalc |DataEntry: Initial Entry
10:34:58 (autocalc) | Ling/MH 8
(UTC-05:00) Number:
Eastern Time (US Medical moderatein
& Canada) History T termittent a

erm: sthma

Start Dat UNK/UNK

e /1985

Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By:

(b) (4)

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.h Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:34:58 (autocalc) |8

(UTC-05:00)

Eastern Time (US

& Canada)

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:34:58 () () moderate intermitten

(UTC-05:00) t asthma

Eastern Time (US

& Canada)

1.h Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:34:58 ®)©) UNK/UNK/1985

(UTC-05:00)

Eastern Time (US

& Canada)

1.h Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:34:58 ®) ©) YES
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Subject No: 11311151

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
Li
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:36:31 (autocalc) | LineMH 9
(UTC-05:00) Number:
Eastern Time (US Medical H heart attac
& Canada) istory Ter k
m:
Start Date UNK/UN
: K/1990
Ongoing: NO
End Date
UNK/U
NK/199
0
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Header Text: c4591001
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SiteNo: 1131

Subject No: 11311151

Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.i Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:36:31 (autocalc) |9

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:36:31 RO heart attack

(UTC-05:00)

Eastern Time (US

& Canada)

1.i Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:36:31 ®)©) UNK/UNK/1990

(UTC-05:00)

Eastern Time (US

& Canada)

1.i Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:36:31 ®) ©) NO
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Trail History

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

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6) | End Date:

Eastern Time (US

& Canada) UNK/UNK/1990

1]

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
10:36:48 (autocalc) | Line/MH N 10

(UTC-05:00) umber:

Eastern Time (US Medical Hi high bloo

& Canada)

story Term d pressur
: e

Start Date: UNK/UN
K/1990

Ongoing:  YES
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SiteNo: 1131

Subject No: 11311151

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

1.j Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:36:48 (autocalc) | 10

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:36:48 () ©) high blood pressure

(UTC-05:00)

Eastern Time (US

& Canada)

1] Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:36:48 ®)©) UNK/UNK/1990

(UTC-05:00)

Eastern Time (US

& Canada)

1,j Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:36:48 ®) ©) YES
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Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

(b) (4), (b) (6)
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Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1k

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:37:10 (autocalc) | Line/MH N 11

(UTC-05:00) umber:

Eastern Time (US Medical Hi edemain

& Canada)

story Term both feet

Start Date: UNK/U
NK/2016

Ongoing:  YES
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Visit: V1_DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

1.k Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:37:10 (autocalc) |11

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:37:10 () ®) edemain both feet

(UTC-05:00)

Eastern Time (US

& Canada)

1.k Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFPG000 | (b) (4, Data Entry: Initial Entry
10:37:10 (b) ®) UNK/UNK/2016

(UTC-05:00)

Eastern Time (US

& Canada)

1.k Ongoing:

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |(b)(4). Data Entry: Initial Entry
10:37:10 ) ©) YES
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SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

1l

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:37:25 (autocalc) | LineMH 12

(UTC-05:00) Number:

Eastern Time (US Medical H mixed hy

& Canada)

istory Ter perlipdem

m:

Start Date UNK/UN

Ongoing:

ia

K/1990
YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
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SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.l Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:37:25 (autocalc) |12

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:37:25 (0} (©) mixed hyperlipdemi

(UTC-05:00) a

Eastern Time (US

& Canada)

1.| Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:37:25 (®) (©) UNK/UNK/1990

(UTC-05:00)

Eastern Time (US

& Canada)

1.I Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:37:25 (0} (©) YES
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Header Text: c4591001
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Site No: 1131

Subject No: 11311151

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
1.m
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:37:59 (autocalc) | Line/lM 13
(UTC-05:00) H Num
Eastern Time (US ber:
& Canada) Medical atherosclero

History sisinbothc

Term: arotid arteri

es

Start D UNK/UNK/

ate: 2018

Ongoin YES

(ol
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Form Version: 22-Apr-2020 21:03

Subject No: 11311151

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

1.m Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:37:59 (autocalc) |13

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 (ttJ)) 4), Data Entry: Initial Entry
10:37:59 (b) (6) atherosclerosisin bo

(UTC-05:00) th carotid arteries

Eastern Time (US

& Canada)

1.m Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |(b)(4), Data Entry: Initial Entry
10:37:59 (b) ®) UNK/UNK/2018

(UTC-05:00)

Eastern Time (US

& Canada)

1.m Ongoing:

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:37:59 ) ©) YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

1n

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:38:18 (autocalc) | LineeMH 14

(UTC-05:00) Number:

Eastern Time (US Medical Hi recurrent

& Canada)

story Term heartburn
Start Date: UNK/U

Ongoing:

NK/2018
YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
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SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.n Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:38:18 (autocalc) |14

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:38:18 (b) (6) recurrent heartburn

(UTC-05:00)

Eastern Time (US

& Canada)

1.n Start Date;

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:38:18 (b) ®) UNK/UNK/2018

(UTC-05:00)

Eastern Time (US

& Canada)

1.n Ongoing:

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | () (4), Data Entry: Initial Entry
10:38:18 ) ©) YES
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Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

1.0

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:38:35 (autocalc) | Ling/MH 15

(UTC-05:00) Number:

Eastern Time (US Medical chronic kid

& Canada)

History ney disease
Term: , Stage 3
Start Dat UNK/UNK
e /2010

Ongoing YES
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Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
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Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
l.oLine/MH Number:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:38:35 (autocalc) |15
(UTC-05:00)
Eastern Time (US
& Canada)
1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:38:35 (b) (6) chronic kidney disea
(UTC-05:00) Se, stage 3
Eastern Time (US
& Canada)
1.0 Start Date:
Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:38:35 ®)©) UNK/UNK/2010
(UTC-05:00)
Eastern Time (US
& Canada)
1.0 Ongoing:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | () (4), Data Entry: Initial Entry
10:38:35 ®)(©) YES
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Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

1p

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:38:52 (autocalc) | Ling/MH 16

(UTC-05:00) Number:

Eastern Time (US Medical Hi urinary in

& Canada)

story Term continenc

: e

Start Date: UNK/UN
K/2011

Ongoing: YES
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SiteNo: 1131

Form Version: 22-Apr-2020 21:03

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1.pLine/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:38:52 (autocalc) |16

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:38:52 (b) (6) urinary incontinence

(UTC-05:00)

Eastern Time (US

& Canada)

1.p Start Date:

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:38:52 ®)©) UNK/UNK/2011

(UTC-05:00)

Eastern Time (US

& Canada)

1.p Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | () (4), Data Entry: Initial Entry
10:38:52 ®)(©) YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

1q

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:39:12 (autocalc) | Ling/MH 17

(UTC-05:00) Number:

Eastern Time (US Medical Hi erectiled

& Canada)

story Term ysfunctio
Start Date: UNK/UN

Ongoing:

n

K/2010
YES

Page 366 of 723

*** Confidential***
FDA-CBER-2021-5683-0936558




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
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Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1.qLine/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:39:12 (autocalc) |17

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:39:12 (b) (6) erectile dysfunction

(UTC-05:00)

Eastern Time (US

& Canada)

1.q Start Date:

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:39:12 ®)©) UNK/UNK/2010

(UTC-05:00)

Eastern Time (US

& Canada)

1.9 Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:39:12 ®)(©) YES
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Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
1lr
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:39:40 (autocalc) | Line/ 18
(UTC-05:00) MH N
Eastern Time (US umber
& Canada) :

Medic benign prosta

al Hist tic hypertroph

ory Te y with urinary

rm:  obstruction

Start  UNK/UNK/2

Date: 010

Ongoi YES

ng:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.r Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:39:40 (autocalc) |18

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 (ttJ)) 4), Data Entry: Initial Entry
10:39:40 (b) (6) benign prostatic hyp

(UTC-05:00) ertrophy with urinar

Eastern Time (US y obstruction

& Canada)

1.r Start Date:

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:39:40 ®)©) UNK/UNK/2010

(UTC-05:00)

Eastern Time (US

& Canada)

1.r Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | () (4), Data Entry: Initial Entry
10:39:40 ®)(©) YES
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Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

1ls

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:41:02 (autocalc) | Line 19

(UTC-05:00) MH

Eastern Time (US Num

& Canada) ber:

Medi transient ischem
cal ic attacks, more
Hist than one per sub
ory ject, but not clea
Ter ron specific nu

m: mber

Start UNK/UNK/201

Date 8

Ong NO
oing: End

UNK/UNK/2
018

Date:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1.sLine/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:41:02 (autocalc) |19

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:41.02 (b) ©) transient ischemic at
(UTC-05:00) tacks, more than one
Eastern Time (US per subject, but not ¢
& Canada) lear on specific num
ber
1.s Start Date:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | (b)), Data Entry: Initial Entry
10:41:02 ®) (©) UNK/UNK/2018
(UTC-05:00)
Eastern Time (US
& Canada)
1.sOngoing:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:41:02 (®) (©) NO
(UTC-05:00) End Date:
Eastern Time (US
& Canada) UNK/UNK/2018
1.t
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:41:19 (autocalc) | LineeMH N 20
(UTC-O500) umber:
Eastern Time (US Medical Hi chronic
& Canada) story Term: anemia
Start Date: UNK/U
NK/201
1
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.t Lineg/MH Number:

Date L ocation User Value Reason

Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

10:41:19 (autocalc) |20

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason

Sep-10-2020 ACVOPFEINFP6000 | () Query 1: Closed Response

17:37:21 e satisfies query

(UTC-05:00) (6)

Eastern Time

(US & Canada)

Sep-10-2020 ACVOPFEINFP6000 | (b) (), Query 1: Answere | Per coordinator,

15:52:24 () ©) d subject did not

(UTC-05:00) receive blood

Eastern Time products from

(US & Canada) 60 days prior to
study visit and
receipt of drug.

Sep-10-2020 ACVOPFEINFP6000 | () Query 1: Opened [ CLINQUERY -

15:29:56 o CHRONIC

(UTC-05:00) (6) ANEMIA is

Eastern Time reported as

(US & Canada) Ongoing.
Please confirm
the subject did
not receive
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Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

blood products
from 60 days
prior to study
drug and
throughout the
study, asthisis
prohibited per
protocol.
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
1.t Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | (b)(4), Data Entry: Initial Entry
10:41:19 (b) (6) chronic anemia
(UTC-05:00)
Eastern Time (US
& Canada)
1.t Start Date:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | () (4), Data Entry: Initial Entry
10:41:19 ®)(©) UNK/UNK/2011
(UTC-05:00)
Eastern Time (US
& Canada)
1.t Ongoing:
Date Location User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:41:19 ®)©) YES
(UTC-05:00)
Eastern Time (US
& Canada)
lu
Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:41:44 (autocalc) | LineMH 21
(UTC-05:00) Number:
Eastern Time (US Medical osteoarthrit
& Canada) History T isin both h
erm: ands
Start Dat Mar/UNK/
e 2020
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1.u Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:41:44 (autocalc) |21

(UTC-05:00)

Eastern Time (US

& Canada)

1.u Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:41:44 () () osteoarthritisin both

(UTC-05:00) hands

Eastern Time (US

& Canada)

1.u Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:41:44 ®)©) Mar/UNK/2020

(UTC-05:00)

Eastern Time (US

& Canada)

1.u Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:41:44 (®) (©) YES
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Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

lv

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 [autocalc |DataEntry: Initial Entry
10:42:03 (autocalc) | LineMH 22

(UTC-05:00) Number:

Eastern Time (US Medical H prostate ca

& Canada)

istory Ter ncer
m:
Start Date UNK/UN
; K/2011
Ongoing: NO
End Date

UNK/U
NK/201
1
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1.vLine/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:42:03 (autocalc) |22

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 (tt))) (4), Data Entry: Initial Entry
10:42:03 () ©) prostate cancer

(UTC-05:00)

Eastern Time (US

& Canada)

1.v Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:42:03 ®)©) UNK/UNK/2011

(UTC-05:00)

Eastern Time (US

& Canada)

1.v Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:42:03 ®) ©) NO
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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: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6) | End Date:

Eastern Time (US

& Canada) UNK/UNK/2011

1w

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:42:44 (autocalc) | Linel 23

(UTC-05:00) MH N

Eastern Time (US umber

& Canada) .

Medic tobacco use, p
al Hist ast, cigarettes,
ory Te 0.5 pack perd
rm: ay

Start UNK/UNK/19
Date: 58

Ongoi NO

ng: End Date:

UNK/UNK
11964
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Header Text: c4591001
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Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

1.wLine/MH Number:

Date L ocation User Value Reason

Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

10:42:44 (autocalc) | 23

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason

Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry

10:42:44 () ©) tobacco use, past, cig

(UTC-05:00) arettes, 0.5 pack per

Eastern Time (US day

& Canada)

1.w Start Date:

Date L ocation User Value Reason

Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry

10:42:44 ®)©) UNK/UNK/1958

(UTC-05:00)

Eastern Time (US

& Canada)

1.w Ongoing:

Date L ocation User Value Reason

Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry

10:42:44 ®) ©) NO
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Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6) | End Date:

Eastern Time (US

& Canada) UNK/UNK/1964

1x

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:43:05 (autocalc) | LineMH 24

(UTC-05:00) Number:

Eastern Time (US Medical deviated se

& Canada)

History T ptum repair
erm:
Start Dat UNK/UNK
e /1970
Ongoing: NO

End Date:

UNK/U
NK/197
0
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Generated By:
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Header Text: c4591001
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Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.x Line/MH Number:
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Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:43:05 (autocalc) | 24
(UTC-05:00)
Eastern Time (US
& Canada)
1.x Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:43:05 () ©) deviated septum repa
(UTC-05:00) ir
Eastern Time (US
& Canada)
1.x Start Date:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:43:05 ®)©) UNK/UNK/1970
(UTC-05:00)
Eastern Time (US
& Canada)
1.x Ongoing:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:43:05 ®) ©) NO

Page 383 of 723

FDA-CBER-2021-5683-0936575
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6) | End Date:
Eastern Time (US
& Canada) UNK/UNK/1970
ly
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:43:31 (autocalc) | LineMH 25
(UTC-05:00) Number:
Eastern Time (US Medical H prostatecto
& Canada) istory Ter my
m:
Start Date UNK/UN
: K/2011
Ongoing: NO
End Date
UNK/U
NK/201
1
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1.y Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:43:31 (autocalc) | 25

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:43:31 () ©) prostatectomy

(UTC-05:00)

Eastern Time (US

& Canada)

1.y Start Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:43:31 ®)©) UNK/UNK/2011

(UTC-05:00)

Eastern Time (US

& Canada)

1.y Ongoing:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
10:43:31 ®) ©) NO
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

(b) (4), (b) (6) | End Date:

UNK/UNK/2011
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date:

Date Location User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | (b) (), Data Entry: Initial Entry
10:44:02 () ©) Sep/8/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Weight:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)), Data Entry: Initial Entry
10:44:02 () ©) 78.0

(UTC-05:00)

Eastern Time (US

& Canada)

3. Unit:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:44:02 ®©) kg

(UTC-05:00)

Eastern Time (US

& Canada)

4. Height:

Date L ocation User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:44:02 ®)©) 161.4
(UTC-05:00)
Eastern Time (US
& Canada)
5. Unit:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:44:02 ®) ©) cm
(UTC-05:00)
Eastern Time (US
& Canada)
6. Body Mass I ndex:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:44:02 (autocalc) |29.9
(UTC-05:00)
Eastern Time (US
& Canada)
7.a
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | (b)), Data Entry: Initial Entry
10:44:02 ®© Record Ide 1
(UTC-05:00) ntifier::
Eastern Time (US Temperatu 36.8
& Canada) re
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Generated By: = (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

History
Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Temperatu C

re Unit:

Temperatu ORAL

reLocatio CAVIT

n:: Y
7.a Record | dentifier:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | () (4), Data Entry: Initial Entry
10:44:02 ) © 1
(UTC-05:00)
Eastern Time (US
& Canada)
7.a Temperature:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)), Data Entry: Initial Entry
10:44:02 () ©) 36.8
(UTC-05:00)
Eastern Time (US
& Canada)
7.a Unit;
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:44:02 () ©) C
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

7.a Temperature Location:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)), Data Entry: Initial Entry
10:44:02 () ©) ORAL CAVITY
(UTC-05:00)
Eastern Time (US
& Canada)
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SiteNo: 1131

Subject No: 11311151
Generated By: ' (b) (4)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Randomization Date:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:44:26 () (6) Sep/8/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Randomization Number:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:44:26 (b) ®) 255113

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1131

Subject No: 11311151

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
21:07:41 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
21.07:41 (autocalc) | SERUM

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto
21.07:47 (autoquery) Query
(UTC-05:00)

Eastern Time (US

& Canada)

Sep-08-2020 ACVOPFEINFP6000 |autoquery |Query 1: Candidate |'Sample
21:.07:41 (autoquery) Collected? is
(UTC-05:00) Yes, however
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

21:07:41 (b) (6) YES

(UTC-05:00) Date of Collection:

Eastern Time (US

& Canada) Sep/8/2020

5.a

Date L ocation User Value Reason

Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

21:07:47 (b) (6) Sample 1D BN6DS

(UTC-05:00) - B

Eastern Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Sep-08-2020 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry

21:07:47 (0) (6) BN6DSB

(UTC-05:00)

Eastern Time (US

& Canada)

5b

Date L ocation | User | Value Reason
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Sep-08-2020 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
21:07:54 (b) (6) Sample |D BLOWO

(UTC-05:00) : M

Eastern Time (US

& Canada)

5.b Sample D

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
21:07:54 (0) (6) BLOWOM

(UTC-05:00)

Eastern Time (US

& Canada)

5.c

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
21:08:00 (0) (6) Sample D BLOWO

(UTC-05:00) : N

Eastern Time (US

& Canada)

5.c Sample D

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
21:08:00 (0) (6) BLIOWON

(UTC-05:00)

Eastern Time (US

& Canada)
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Site No: 1131

Form Version: 22-Apr-2020 21:03

Subject No: 11311151

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
21:08:20 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
21:08:20 (autocalc) | NASAL_SWAB

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto
21.08:27 (autoquery) Query
(UTC-05:00)

Eastern Time (US

& Canada)

Sep-08-2020 ACVOPFEINFP6000 |autoquery |Query 1: Candidate |'Sample
21:08:20 (autoquery) Collected? is
(UTC-05:00) Yes, however
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

21:08:20 (b) (6) YES

(UTC-05:00) Date of Collection:

Eastern Time (US

& Canada) Sep/8/2020

5.a

Date L ocation User Value Reason

Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

21:08:27 (b) (6) Sample|D BN6DZ

(UTC-05:00) : J

Eastern Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Sep-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

21:08:27 (0) (6) BN6DZJ

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

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

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
10:45:02 (b) ®) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
10:45:02 (autocalc) | BLINDED THERAPY

(UTC-05:00)

Eastern Time (US

& Canada)

3. Formulation:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:45:02 (autocalc) | INJECTION

(UTC-05:00)

Eastern Time (US

& Canada)

4. Dose Date Time:

Date Location User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

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

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Sep-09-2020 ACVOPFEINFPE000 | (b) (), Data Entry: Initial Entry
10:45:02 () ©) Sep/8/2020 21:17
(UTC-05:00)
Eastern Time (US
& Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:45:02 (autocalc) | DELTOID MUSCLE
(UTC-05:00)
Eastern Time (US
& Canada)
6. Body Side:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:45:02 ®) (©) LEFT
(UTC-05:00)
Eastern Time (US
& Canada)
7. Route:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:45:02 (autocalc) | INTRAMUSCULAR
(UTC-05:00)
Eastern Time (US
& Canada)
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SiteNo: 1131

Generated By:

Subject No: 11311151
(b) (4)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

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

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
10:45:02 (autocalc) | THE PROTOCOL SPE

(UTC-05:00) CIFIED OBSERVATIO

Eastern Time (US N PERIOD

& Canada)

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

*** Confidential***

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:45:02 ) ©) YES
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: REACTOGENICITY DIARY - eCRF Audit Trall
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFPE000 | (b) (), Data Entry: Initial Entry
10:45:11 () ©) NO - REACTOGEN

(UTC-05:00) ICITY E-DIARY N

Eastern Time (US OT COLLECTED F

& Canada) OR THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

*** Confidential***

1. Date of Visit
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (), Data Entry: Initial Entry
14:23:55 (b) (6) Sep/29/2020
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L
Form Version: 15-Sep-2020 21:54

SiteNo: 1131

Subject No: 11311151
Generated By: ' (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
14:24:17 () (6) Sep/29/2020
(UTC-05:00)
Eastern Time (US
& Canada)
2a
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
14:24:17 ®©) Record Ide 1
(UTC-05:00) ntifier::
Eastern Time (US Temperatu 36.7
& Canada) -

Temperatu C

re uUnit:

Temperatu ORAL

reLocatio CAVIT

n:: Y
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
14:24:17 (b) ®) 1
(UTC-05:00)
Eastern Time (US
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Header Text: c4591001

Visit: V2_ VAX2 L
Form Version: 15-Sep-2020 21:54

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

& Canada)

2.a Temperature:

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b)), Data Entry: Initial Entry
14:24:17 () ©) 36.7
(UTC-05:00)
Eastern Time (US
& Canada)
2.a Unit:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
14:24:17 ) ©) C
(UTC-05:00)
Eastern Time (US
& Canada)
2.a Temperature Location:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
14:24:17 (b) ®) ORAL CAVITY
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1131

Subject No: 11311151

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:24:26 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:24.:26 (autocalc) | NASAL_SWAB

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

15:10:30 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-29-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate |'Sample

14:24:26 (autoquery) Collected? is

(UTC-05:00) Yes, however
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Sep-29-2020 ACVOPFEINFPE000 |(b)(4), Data Entry: Initial Entry

14:24:26 ®)® YES

(UTC-05:00) Date of Collection

Eastern Time (US :

& Canada)

Sep/29/2020

5a

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 (tt? (4), Data Entry: Initial Entry

15:10:30 I Sample 1D BP9B2

(UTC-05:00) : P

Eastern Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry

15:10:30 ®) ©) BP9B2P

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry

14:25:04 (b) ®) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

14:25:04 (autocalc) | BLINDED THERAPY

(UTC-05:00)

Eastern Time (US

& Canada)

3. Formulation:

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:25:04 (autocalc) | INJECTION

(UTC-05:00)

Eastern Time (US

& Canada)

4. Dose Date Time:

Date Location User Value Reason
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Sep-29-2020 ACVOPFEINFPE000 | (b) (), Data Entry: Initial Entry
14:25:04 () ©) Sep/29/2020 13:38

(UTC-05:00)

Eastern Time (US

& Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:25:04 (autocalc) | DELTOID MUSCLE

(UTC-05:00)

Eastern Time (US

& Canada)

6. Body Side:

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
14:25:04 () ©) LEFT

(UTC-05:00)

Eastern Time (US

& Canada)

7. Route:

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:25:04 (autocalc) | INTRAMUSCULAR

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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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: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
14:25:04 (autocalc) | THE PROTOCOL SPE

(UTC-05:00) CIFIED OBSERVATIO

Eastern Time (US N PERIOD

& Canada)

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

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
14:25:04 ) ©) YES
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

*** Confidential***

1. Date of Visit
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 ((l;)) ((‘(15)), Data Entry: Initial Entry
15:17:49 Nov/3/2020
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1131

Subject No: 11311151

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date Location User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:17:58 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:17:58 (autocalc) | SERUM

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
18:13:30 (autoquery) Query
(UTC-05:00)

Eastern Time (US

& Canada)

Nov-03-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | 'Sample
15:17:58 (autoquery) Collected? is
(UTC-05:00) Yes, however
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Nov-03-2020 ACVOPFEINFPG000 | (b) (4, Data Entry: Initial Entry

15:17:58 ®)® YES

(UTC-05:00) Date of Collection

Eastern Time (US :

& Canada)

Nov/3/2020

5a

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry

18:13:30 (b) (6) Sample D BS7XB

(UTC-05:00) : Y

Eastern Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

18:13:30 (b) (6) BS7XBY

(UTC-05:00)

Eastern Time (US

& Canada)

5b
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:13:36 (b) (6) Sample D BS7XB

(UTC-05:00) : X

Eastern Time (US

& Canada)

5.b Sample ID

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
18:13:36 (b) (6) BS7XBX

(UTC-05:00)

Eastern Time (US

& Canada)

5.c

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:13:41 (b) (6) Sample | D: BPO99ZF

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Visit: V3_ MONTH1_POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.c Sample D

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
18:13:41 (b) (6) BP99ZF

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: DATE OF VISIT - ILLNESS ONSET - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Feb-01-2021 ACVOPFEINFP6000 | (b) (4). (b) (6) Query 4: Clo | Clinica query present
07:17:34 sed on HEALTH CARE
(UTC-05:00) UTILIZATION form
Eastern Time for sameissue
(US & Canada)
Jan-28-2021 ACVOPFEINFP6000 | (b) (4), Query 4: Rei | Please review this
02:59:50 (0)46) ssued:Candid | query once datais
(UTC-05:00) ate entered on
Eastern Time 'HOSPITALIZATION
(US & Canada) DETAILS form.
Jan-27-2021 ACVOPFEINFP6000 || (b) (4), Query 4: Ans | Thiswill be updated
16:59:39 ®) (6) wered soon.
(UTC-05:00)
Eastern Time
(US & Canada)
Jan-27-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 4: Op | DM: Kindly review
08:53:42 ened and complete
(UTC-05:00) ‘HOSPITALIZATION
Eastern Time DETAILS at this
(US & Canada) visit. Thank you.
Dec-24-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Del | Sample not collected
01:09:41 (b) (6) eted Nasal Swab Self and
(UTC-05:00) Nasal Swab
Eastern Time
(US & Canada)
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: DATE OF VISIT - ILLNESS ONSET - eCRF

Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Dec-23-2020 ACVOPFEINFPE000 || (b) (4), Query 3: Clo | Response satisfies

23:01:15 (b) (6) sed query

(UTC-05:00)

Eastern Time

(US & Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Query 3: Ans | information updated

12:16:57 (b) (6) wered

(UTC-05:00)

Eastern Time

(US & Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Query 3: Rei | DM1: Thank you for

02:43:11 (0) (6) ssued:Opene | response. Kindly

(UTC-05:00) d complete* COVID

Eastern Time TEST and‘ILL

(US & Canada) POTEN’ forms under
thisvisit once datais
available and respond
to the query.

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Query 2: Clo | Date of Assessment in

02:13:55 ®) 6) sed the Signs and

(UTC-05:00) Symptomsformis

Eastern Time entered

(US & Canada)

Dec-22-2020 ACVOPFEINFP6000 | auto query Query 1: Can |Dateof Visitis

16:04:19 (autoquery) didate completed but Date of

(UTC-05:00) Collection in both

Eastern Time Nasal Swab Self and

(US & Canada) Nasal Swab are
missing. Please
review and update as
appropriate.
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: DATE OF VISIT - ILLNESS ONSET - eCRF

Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Dec-22-2020 ACVOPFEINFP6000 | auto query Query 2: Ans | Answer Auto Query

15:59:44 (autoquery) wered

(UTC-05:00)

Eastern Time

(US & Canada)

Dec-22-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Rei |[DM1: Kindly update

02:37:35 ssued:Opene | the data once

(UTC-05:00) d available, change

Eastern Time query statusto

(US & Canada) answered when data
updated.

Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Query 3: Rei | Please review this

01:37:38 (0)46) ssued:Candid | query once datais

(UTC-05:00) ate entered on COVIE

Eastern Time TEST, HEALCARE

(US & Canada) and ILL POTEN
CRFs.

Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Rel | per response "waiting

00:19:56 (b) (6) ssued:Candid | on clarification from

(UTC-05:00) ate sit Physician”. Please

Eastern Time take action once data

(US & Canada) available

Dec-21-2020 ACVOPFEINFP6000 | (b) (4), Query 3: Ans | waiting on

13:39:04 (®) (6) wered clarification from sit

(UTC-05:00) Physician

Eastern Time

(US & Canada)

Dec-21-2020 ACVOPFEINFP6000 || (b) (4), Query 2: Ans | waiting on

13:38:38 ) (6) wered clarification from sit

(UTC-05:00) Physician

Eastern Time
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: DATE OF VISIT - ILLNESS ONSET - eCRF

Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
(US & Canada)
Dec-21-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Ans | waiting on
13:38:10 (b) (6) wered clarification from sit
(UTC-05:00) Physician
Eastern Time
(US & Canada)
Dec-18-2020 | ACVOPFEINFP6000 | (b) (4), (b) (6) Query 3: Op | DM: Kindly consider
06:25:22 ened to update missing
(UTC-05:00) COVID TEST,
Eastern Time HEALTHCARE, ILL
(US & Canada) POTEN forms or else
clarify. Thank you.
Dec-18-2020 ACVOPFEINFP6000 | (b)(4), Query 1: Op | DM: Dateof Visitis
06:18:26 (0) (6) ened completed but Date of
(UTC-05:00) Collection in both
Eastern Time Nasal Swab Self and
(US & Canada) Nasal Swab are
missing. Please
review and update as
appropriate.
Dec-18-2020 ACVOPFEINFP6000 | (b)(4), Query 2: Op | DM: Dateof Visitis
06:06:38 (0) (6) ened completed but Date of
(UTC-05:00) Assessment in the
Eastern Time Signs and Symptoms
(US & Canada) form is missing.
Please review and
update as appropriate.
Dec-17-2020 ACVOPFEINFP6000 | auto query Query 2: Can | Dateof Visitis
09:42:32 (autoquery) didate completed but Date of
(UTC-05:00) Assessment in the
Eastern Time Signs and Symptoms

*** Confidential***
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Header Text: c4591001

Visit: POT_COVI

D ILL1-

Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

(US & Canada) form is missing.
Please review and
update as appropriate.

Dec-17-2020 ACVOPFEINFP6000 | auto query Query 1: Can |Dateof Visitis

09:42:32 (autoquery) didate completed but Date of

(UTC-05:00) Collection in both

Eastern Time Nasal Swab Self and

(US & Canada) Nasal Swab are
missing. Please
review and update as
appropriate.

Dec-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: |Initial Entry

09:42:32 N Dec/16/2020

(UTC-05:00)

Eastern Time

(US & Canada)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Dec-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

09:42:32 (autocalc) | COVID_A

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29

Site No: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: SSIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) Dec/16/2020
(UTC-05:00)
Eastern Time (US
& Canada)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) Dec/16/2020
(UTC-05:00)
Eastern Time (US
& Canada)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
16:53:26 (b) (6) NO Information
(UTC-05:00) Date of Last Symp
Eastern Time (US tom Resolved:
& Canada)

Dec/19/2020
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 () (6) NO

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6) | Dateof Last Symp
Eastern Time (US tom Resolved:
& Canada)
Dec/UNK/2020
4.a
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 e Symptoms.  FEV
(UTC-05:00) ER
Eastern Time (US Symptom Pr NO
& Canada) esent:
4.a Symptoms:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) FEVER
(UTC-05:00)
Eastern Time (US
& Canada)
4.a \Was symptom present?
Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
4.b
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:50:44 (b) (6) Sympt NEW OR |
(UTC-05:00) oms. NCREASE
Eastern Time (US D COUGH
& Canada) sympt NO
om Pre
sent:
4.b Symptoms:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) NEW OR INCREAS
(UTC-05:00) ED COUGH
Eastern Time (US
& Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
4.c
Date L ocation User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29

SiteNo: 1131

Subject No: 11311151

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Dec-22-2020 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
15:50:44 (b) (6) Sym NEW ORIN
(UTC-05:00) ptom CREASED S
Eastern Time (US s HORTNESS
& Canada) OF BREATH
Sym NO
ptom
Prese
nt:
4.c Symptoms:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) NEW OR INCREAS
(UTC-05:00) ED SHORTNESS O
Eastern Time (US F BREATH
& Canada)
4.c Was symptom present?
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
4.d
Date L ocation User Value Reason
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Dec-22-2020 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) Symptoms: CHIL

(UTC-05:00) LS

Eastern Time (US Symptom Pr NO

& Canada) esent:

4.d Symptoms:

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) CHILLS

(UTC-05:00)

Eastern Time (US

& Canada)

4.d Was symptom present?

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

4.e

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4)., Data Entry: Initial Entry
15:59:44 () ©) Symp NEW OR IN

(UTC-05:00) toms. CREASED

Eastern Time (US MUSCLE P

& Canada) AIN
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29

SiteNo: 1131

Subject No: 11311151

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Symp YES
tom P
resent
4.e Symptoms:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) NEW OR INCREAS
(UTC-05:00) ED MUSCLE PAIN
Eastern Time (US
& Canada)
4.e \Was symptom present?
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
4.f
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:50:44 (b) (6) Sympt NEW LOSS
(UTC-05:00) oms. OF TASTE
Eastern Time (US OR SMELL
& Canada)
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Sympt NO
om Pr
esent:
4.f Symptoms:
Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
15:59:44 (e NEW LOSS OF TAS
(UTC-05:00) TE OR SMELL
Eastern Time (US
& Canada)
4.f Was symptom present?
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
49
Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) Symp NEW OR IN
(UTC-05:00) toms. CREASED
Eastern Time (US SORE THR
& Canada) OAT
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29

SiteNo: 1131

Subject No: 11311151

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Symp NO
tom P
resent
4.9 Symptoms:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) NEW OR INCREAS
(UTC-05:00) ED SORE THROAT
Eastern Time (US
& Canada)
4.9 Was symptom present?
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
4.h
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:50:44 () ©) Symptoms DIARR
(UTC-05:00) : HEA
Eastern Time (US Symptom NO
& Canada) Present:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

4.h Symptoms:

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) DIARRHEA

(UTC-05:00)

Eastern Time (US

& Canada)

4.h Was symptom present?

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
15:59:44 (e NO

(UTC-05:00)

Eastern Time (US

& Canada)

4.

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) Symptoms VOMI

(UTC-05:00) ; TING

Eastern Time (US Symptom NO

& Canada) Present:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

4.i Symptoms:

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:59:44 (b) (6) VOMITING

(UTC-05:00)

Eastern Time (US

& Canada)

4.i Was symptom present?

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
15:59:44 (e NO

(UTC-05:00)

Eastern Time (US

& Canada)

5.a

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
16:00:39 (b) (6) Symptom nasal co

(UTC-05:00) s- Other: ngestion

Eastern Time (US

& Canada)

5.a Symptoms - Other Text:

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:00:39 (£)(6) nasal congestion
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

5b

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:01:26 (b) (6) Symptoms nasal dr

(UTC-05:00) - Other:  ainage

Eastern Time (US

& Canada)

5.b Symptoms - Other Text:

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:01:26 ®) ©) nasal drainage

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54

SiteNo: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation | User Value Reason
Form Created
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Header Text: c4591001

Visit: POT_COVID ILL 1- Form: MICROBIOLOGY SPECIMEN - Audit Trail
Unscheduled Visit on Dec/16/2020

Form Version: 06-Jul-2020 21:54 Form Status:

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Form Created
16:13:46 (b) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
Page 431 of 723

*** Confidential***
FDA-CBER-2021-5683-0936623



090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:15:56 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2. Specimen Type:

Date Location User Value Reason

Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry

12:15:56 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

3. Specimen Collection Location:

Date Location User Value Reason

Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry

12:15:56 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

4. Assay Code and Description:

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit

Trail History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

Dec-23-2020 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
12:15:56 (b) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5. Device Type:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:15:56 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
6. Trade Name:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:15:56 ®) ©) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
7. Test Result:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:15:56 () 6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

8. Commentg/Findings/Details:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:15:56 (®) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
9. Trade Name Other, Specify:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:15:56 (®) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
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SiteNo: 1131

Generated By:

Subject No: 11311151
(b) (4)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Actual Date of Collection:

*** Confidential***

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
16:13:46 (b) (6) Jan/17/2021
(UTC-05:00)
Eastern Time (US
& Canada)
2. Specimen Type:
Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:13:46 (b) (6) SWABBED MATER
(UTC-05:00) IAL
Eastern Time (US
& Canada)
3. Specimen Collection Location:
Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:13:46 (b) (6) NASOPHARY NX
(UTC-05:00)
Eastern Time (US
& Canada)
4. Assay Code and Description:
Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54

SiteNo: 1131

Subject No: 11311151

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Jan-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:13:46 (autocalc) | SEVERE ACUTE RES
(UTC-05:00) P SYNDROME CORO
Eastern Time (US NAVIRUS 2
& Canada)
5. Device Type:
Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
16:13:46 (autocalc) | SARS-COV-2 DIAGN
(UTC-05:00) OSTIC TEST
Eastern Time (US
& Canada)
6. Trade Name:
Date Location User Value Reason
Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:13:46 (b) (6) OTHER
(UTC-05:00)
Eastern Time (US
& Canada)
7. Test Result:
Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
16:13:46 (b) (6) NEGATIVE
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

9. Trade Name Other, Specify:
Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:13:46 (®) (6) nalt unknown
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

Site No: 1131

Subject No: 11311151

Dec/16/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:04:19 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:04:19 (autocalc) | NASAL_SWAB_SELF

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
16:04:19 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

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

reason.
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:19 ®) ©) waiting on swab fro
(UTC-05:00) m subject
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:04:53 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:04:53 (autocalc) | NASAL_SWAB

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
16:04:53 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

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

reason.
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:53 (b) (6) self swab
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:26
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status: Data Complete
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

la
Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) Type of Prac SPEC
(UTC-05:00) titioner: IALI
Eastern Time (US ST
& Canada) Occurrence NO

of Visitsor

Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) SPECIALIST
(UTC-05:00)
Eastern Time (US
& Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1b
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:33 e Typeof Pr EMER
(UTC-05:00) actitioner: GENC
Eastern Time (US Y ROO
& Canada) M

Occurrenc NO

eof Vidits

or Contact

S
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) EMERGENCY ROO
(UTC-05:00) M
Eastern Time (US
& Canada)
1.b Occurrence of Visits or Contacts;
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
1.c
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:26

SiteNo: 1131

Subject No: 11311151

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 (b) (4), Data Entry: New
16:16:35 (0) (6) Typeof PRIMAR [Information
(UTC-05:00) Practiti Y CARE
Eastern Time (US oner: PHYSICI
& Canada) AN

Occurre YES

nceof V. Number

isits or of Visits

Contact or Cont

S acts:

1

Dec-22-2020 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) Typeof PRIMA
(UTC-05:00) Practitio RY CAR
Eastern Time (US ner: E PHYS
& Canada) ICIAN

Occurre NO

nce of Vi

sitsor C

ontacts:
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) PRIMARY CARE P
(UTC-05:00) HY SICIAN
Eastern Time (US
& Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
16:16:35 (0) (6) YES Information
(UTC-05:00) Number of Visitso
Eastern Time (US r Contacts:
& Canada)
1

Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
1d
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
16:05:38 (b) (6) Typeof Pra URGE
(UTC-05:00) ctitioner: NTC
Eastern Time (US ARE
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:26

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Occurrence NO

of Visitsor

Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) URGENT CARE
(UTC-05:00)
Eastern Time (US
& Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
le
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:38 (b) (®) Type of P TELEPH
(UTC-05:00) ractitione ONE CO
Eastern Time (US r NSULTA
& Canada) TION
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:26
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Occurren NO

ceof Vis

tsor Con

tacts:
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) TELEPHONE CON
(UTC-05:00) SULTATION
Eastern Time (US
& Canada)
1.e Occurrence of Visits or Contacts:
Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
1f
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) Typeof Practi OT
(UTC-05:00) tioner: HE
Eastern Time (US R
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: HEALTH CARE UTILIZATION - eCRF Audit
Unscheduled Visit on Dec/16/2020 Trail History

Form Version: 10-Dec-2020 02:26  Form Status:. Data Complete

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Occurrenceof NO
Visitsor Cont

acts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) OTHER
(UTC-05:00)
Eastern Time (US
& Canada)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:38 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)

3. Hasthe subject been hospitalized due to potential COVID-19 iliness?

Date L ocation User Value Reason

Feb-19-2021 ACVOPFEINFPG000 | (b) (4), Query 1: Closed Response

08:00:26 (0) (6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-18-2021 ACVOPFEINFP6000 | (b) (6) Query 1: Answered | HOSP CRF
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:26

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

16:44:53 (b) (4). updated

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

Eastern Time (US

& Canada)

Feb-16-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: | Clin: HOSP

07:48:24 (b) (6) Opened CRF isstill

(UTC-05:00) pending. Please

Eastern Time (US enter start/stop

& Canada) dates.

Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | data updated

17:57:49 (0) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: | Clin: Please

14:51:56 (0) (6) Opened enter dates of

(UTC-05:00) hospitalization

Eastern Time (US in HOSP CRF.

& Canada) Also, if subject
was
hospitalized,
weren't labs
performed?
Please enter in
LAB CHEM
and LAB HEM
CRFs.

Feb-09-2021 ACVOPFEINFPE000 | (b) (4). Query 1: Answered | data updated

16:43:37 (b) (6)

(UTC-05:00)

Eastern Time (US

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form Version: 10-Dec-2020 02:26

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit

Trail History
Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

& Canada)

Feb-08-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: | Clin: Pending

08:43.04 (0) (6) Opened update.

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | thiswill be

17:23.02 (b) (6) updated soon

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-29-2021 ACVOPFEINFPE000 | (b) (4), Query 1: Opened | Clin: Assubject

17:05:27 (b) (6) was

(UTC-05:00) hospitalized,

Eastern Time (US please complete

& Canada) HOSP, RESP
TX, ILL
SEVERE, LAB
CHEM, LAB
HEM, VITALS
COv, PULSE
OX, OXYGEN,
VASOPRESS,
and IMAGING
CRFsas
applicable.

Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New

16:15:47 (0) (6) YES Information

(UTC-05:00) Has the subject b

Eastern Time (US eeninintensivec

& Canada) are due to potenti
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 10-Dec-2020 02:26
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

a COVID-19illn
ess?
NO

Dec-22-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
16:05:38 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form Version: 22-Apr-2020 21:02 Form Status:

Form: HOSPITALIZATION DETAILS - Audit Trall

Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151
Generated By: = (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation

User

Value

Reason

Feb-18-2021 ACVOPFEINFP6000
16:44:21
(UTC-05:00)
Eastern Time (US
& Canada)

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

Form Created
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SiteNo: 1131

Generated By:

Subject No: 11311151
(b) (4)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:02

Form: HOSPITALIZATION DETAILS - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Hospitalization Category:

*** Confidential***

Date L ocation User Value Reason
Feb-18-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:44:21 (autocalc) | HOSPITALIZATION S
(UTC-05:00) TATUS
Eastern Time (US
& Canada)
2. Hospitalization Term:
Date L ocation User Value Reason
Feb-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:44:21 (b) (6) HOSPITAL
(UTC-05:00)
Eastern Time (US
& Canada)
3. Admission Date:
Date L ocation User Value Reason
Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response
09:06:16 (0)(6) satisfies query
(UTC-05:00)
Eastern Time
(US & Canada)
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answere |All available
17:24:05 (b) (6) d information has
(UTC-05:00) been added.
Eastern Time
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Form: HOSPITALIZATION DETAILS - eCRF Audit

Trail History

Form Status. Data Complete
Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

(US & Canada)

Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Opened | CLIQUERY:

11:07:30 (®) (6) Hospitalization:

(UTC-05:00) This subject had

Eastern Time COVID-19

(US & Canada) [llness and was
hospitalized.
Please enter any
available
information
(vital signs,
pulse oxymet,
respiratory
treatment, lab
results,
imaging...).
Please make
every effort to
obtain these
information.

Feb-18-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

16:44:21 (b) (6) Dec/17/2020

(UTC-05:00)

Eastern Time

(US & Canada)

4. Ongoing?

Date L ocation User Value Reason

Feb-18-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

16:44:21 (b) (6) NO

(UTC-05:00) Discharge Date:
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: HOSPITALIZATION DETAILS - eCRF Audit
Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Eastern Time (US
& Canada)

Dec/19/2020

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:53
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail
History

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. What isthe treatment | dentifier?

Date Location User Value Reason
Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
16:06:18 () 6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:06:18 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

3. Treatment:

Date L ocation User Value Reason

Dec-22-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry

16:06:18 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

4. Treatment:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: RESPIRATORY TREATMENT - eCRF Audit Trall
Unscheduled Visit on Dec/16/2020 History

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

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Dec-22-2020 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
16:06:18 (b) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5. Start Date:
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:18 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
6. Ongoing?
Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:18 ®) ©) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020

Form Version: 06-Jul-2020 21:52

Site No: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form Status: Data Complete

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:03:10 (autocalc) | POTENTIAL COVID-
(UTC-05:00) 19 ILLNESS
Eastern Time (US
& Canada)
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:03:10 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
3. Toxicity Grade:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:03:10 (b) (6) 1
(UTC-05:00)
Eastern Time (US
& Canada)
Page 458 of 723

*** Confidential***
FDA-CBER-2021-5683-0936650




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Site No: 1131

Generated By:

Subject No: 11311151
(b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 17-Jul-2020 21:55

Form: ILLNESS DETAILS - SEVERE - eCRF Audit
Trail History

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Category of Clinical Event:

*** Confidential***

Date L ocation User Value Reason

Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry

12:06:02 () 6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:06:02 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

3. Was a diagnosis obtained?

Date Location User Value Reason

Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry

12:06:02 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

4. Toxicity Grade:

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 17-Jul-2020 21:55
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Dec-23-2020 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
12:06:02 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)
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Site No: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:22 () 6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

3. Collection Date:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

4. Specimen Type:

Date Location User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:49

SiteNo: 1131

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Dec-23-2020 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5a
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
5.a Sponsor |D:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 () (6) Not Applicable
(UTC-05:00)
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Eastern Time (US

& Canada)

S5.aTest:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.a Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.a Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5aLNMT

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:49

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 ®) ©) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5b
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 RIS Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.b Sponsor ID:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.b Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.b Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.b Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

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

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5.bLNMT
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.c
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.c Sponsor ID:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.c Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.c Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.c Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

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

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5CcLNMT
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.d
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.d Sponsor | D:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.d Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.d Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.d Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

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

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5.dLNMT
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.e
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.e Sponsor ID:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.e Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.e Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.e Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

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

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5eLNMT
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.f
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.f Sponsor ID:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

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

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5f LNMT
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.9
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.9 Sponsor |D:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.9 Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:22 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.9 Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:22 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.g Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:22 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

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

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

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

5gLNMT

Date L ocation

User Value Reason

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:06:22
(UTC-05:00)
Eastern Time (US
& Canada)

(b) (6) Not Applicable
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Header Text: c4591001

Visit: POT_COVID ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 CHEMISTRY - Audit Trail

Form Version: 14-Jan-2021 02:30 Form Status:

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Form Created

17:39:17 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | CLINICAL CHEMIST

(UTC-05:00) RY

Eastern Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:39:17 (b) (6) Dec/17/2020

(UTC-05:00)

Eastern Time (US

& Canada)

4. Specimen Type:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | BLOOD

(UTC-05:00)

Eastern Time (US

& Canada)

5a

Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | sponsor-D 329
(UTC-05:00) efined Ide
Eastern Time (US ntifier:
& Canada) Test:: C Reactiv
e Protein_
PX329

Result::

Not Done: NOT DO

: NE

Lab Norm

al Range:
5.a Sponsor |D:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | 329
(UTC-05:00)
Eastern Time (US
& Canada)
S5.aTest:
Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 () (6) C Reactive Protein_P
(UTC-05:00) X329
Eastern Time (US
& Canada)
5.aNot Done:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30
SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (b) (6) NOT DONE
(UTC-05:00)
Eastern Time (US
& Canada)
5b
Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | Sponsor- 30
(UTC-05:00) Defined |
Eastern Time (US dentifier:
& Canada) Test:: Alanine A
minotransf
erase PX3
0
Result::
Not Done NOT DON
i E
Lab Nor
mal Rang
e
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

5.b Sponsor ID:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | 30
(UTC-05:00)
Eastern Time (US
& Canada)
5.b Test:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:39:17 (b) (6) Alanine Aminotransf
(UTC-05:00) erase PX30
Eastern Time (US
& Canada)
5.b Not Done:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (b) (6) NOT DONE
(UTC-05:00)
Eastern Time (US
& Canada)
5.¢c
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | sponsor- 28
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

Defined |

dentifier:

Test:: Aspartate
Aminotrans
ferase PX2
8

Result::

Not Done NOT DON
- E

Lab Nor

mal Rang

()
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5.c Sponsor ID:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | 28
(UTC-05:00)
Eastern Time (US
& Canada)
5.c Test:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (®) (6) Aspartate Aminotran
(UTC-05:00) sferase PX28
Eastern Time (US
& Canada)
5.c Not Done:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (Dy(6) NOT DONE
(UTC-05:00)
Eastern Time (US
& Canada)
5.d
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | sponsor-D 35
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete,

Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

efined Ide
ntifier:
Test::

Result::
Not Done:

Lab Norm
al Range:

Alkaline P
hosphatas
e PX35

NOT DO
NE
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.d Sponsor | D:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | 35

(UTC-05:00)

Eastern Time (US

& Canada)

5.d Test:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (®) (6) Alkaline Phosphatas

(UTC-05:00) e PX35

Eastern Time (US

& Canada)

5.d Not Done:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5e

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | sponsor-Defi 21

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

ned I dentifie

r:

Test:: Bilirubi
n _PX2
1

Result::

Not Done:: NOT D
ONE

Lab Normal

Range:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5.e Sponsor ID:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) |21
(UTC-05:00)
Eastern Time (US
& Canada)
5.e Test:
Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (b) (6) Bilirubin_PX21
(UTC-05:00)
Eastern Time (US
& Canada)
5.eNot Done:
Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (b) (6) NOT DONE
(UTC-05:00)
Eastern Time (US
& Canada)
5.f
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
17:39:17 (autocalc) | sponsor- 47
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30

SiteNo: 1131
Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

Defined |
dentifier:
Test:: Blood Ure
aNitrogen
_PX47
Result:: 43
Not Done:
Lab Nor Low
mal Rang 7
e
High
25
Unit
mg/L
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5.f Sponsor ID:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc)
(UTC-05:00)
Eastern Time (US
& Canada)
5.f Test:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (®) (6) Blood Urea Nitrogen
(UTC-05:00) _PX47
Eastern Time (US
& Canada)
5.f Result:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (b) (6) 43
(UTC-05:00)
Eastern Time (US
& Canada)
5f LNMT
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (b) (6) Low
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
(UTC-05:00) (b) (4), D) (6) | 7
Eastern Time (US
& Canada) High
25
Unit
mg/L
5.9
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
17:39:17 (autocalc) | Sponsor-Def 48
(UTC-05:00) ined | dentifi
Eastern Time (US er:
& Canada) Test:: Creatini
ne PX4
8
Result:: 2.0
Not Done::
Lab Normal Low
Range: 0.7
High
1.3
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status. Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.9 Sponsor |D:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:17 (autocalc) | 48

(UTC-05:00)

Eastern Time (US

& Canada)

5.9 Test:

Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (®) (6) Creatinine_PX48

(UTC-05:00)

Eastern Time (US

& Canada)

5.9 Result:

Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 (b) (6) 2.0

(UTC-05:00)

Eastern Time (US

& Canada)

59 LNMT

Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:39:17 () Low
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:30
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

(b) (4), (b) (6) | 0.7

High
1.3

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 CHEMISTRY - Audit Trail

Form Version: 20-Feb-2021 02:26 Form Status:

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Form Created

17:10:08 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

SiteNo: 1131

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:10:29 (autocalc) | CLINICAL CHEMIST

(UTC-05:00) RY

Eastern Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

17:10:29 (b) (6) Dec/18/2020

(UTC-05:00)

Eastern Time (US

& Canada)

4. Specimen Type:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:10:29 (autocalc) | BLOOD

(UTC-05:00)

Eastern Time (US

& Canada)

5.a

Date L ocation | User | Value Reason
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SiteNo: 1131

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) | sponsor-D 329
(UTC-05:00) efined Ide
Eastern Time (US ntifier:
& Canada) Test:: C Reactiv
e Protein_
PX329

Result::

Not Done: NOT DO

: NE

Lab Norm

al Range:
5.a Sponsor |D:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) | 329
(UTC-05:00)
Eastern Time (US
& Canada)
S5.aTest:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
17:10:08 (0) (6) C Reactive Protein_P
(UTC-05:00) X329
Eastern Time (US
& Canada)
5.aNot Done:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26
SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:10:08 (b) (6) NOT DONE
(UTC-05:00)
Eastern Time (US
& Canada)
5b
Date Location User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) | Sponsor- 30
(UTC-05:00) Defined |
Eastern Time (US dentifier:
& Canada) Test:: Alanine A
minotransf
erase PX3
0
Result::
Not Done NOT DON
i E
Lab Nor
mal Rang
e
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

5.b Sponsor ID:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) | 30

(UTC-05:00)

Eastern Time (US

& Canada)

5.b Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:10:08 (b) (6) Alanine Aminotransfe

(UTC-05:00) rase PX30

Eastern Time (US

& Canada)

5.b Not Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:10:08 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.¢c

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) | sponsor- 28
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

Defined |

dentifier:

Test:: Aspartate
Aminotrans
ferase PX2
8

Result::

Not Done NOT DON
- E

Lab Nor

mal Rang

()
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.c Sponsor ID:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) | 28

(UTC-05:00)

Eastern Time (US

& Canada)

5.c Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:10:08 () (6) Aspartate Aminotrans

(UTC-05:00) ferase PX28

Eastern Time (US

& Canada)

5.c Not Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:10:08 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.d

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) | sponsor-D 35

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete,

Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

efined Ide
ntifier:
Test::

Result::
Not Done:

Lab Norm
al Range:

Alkaline P
hosphatas
e PX35

NOT DO
NE
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.d Sponsor | D:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) | 35

(UTC-05:00)

Eastern Time (US

& Canada)

5.d Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:10:08 () (6) Alkaline Phosphatase

(UTC-05:00) _PX35

Eastern Time (US

& Canada)

5.d Not Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:10:08 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.e

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) | sponsor-Defi 21

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

ned I dentifie

r:

Test:: Bilirubi
n _PX2
1

Result::

Not Done:: NOT D
ONE

Lab Normal

Range:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.e Sponsor ID:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) |21

(UTC-05:00)

Eastern Time (US

& Canada)

5.e Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:10:08 (b) (6) Bilirubin_PX21

(UTC-05:00)

Eastern Time (US

& Canada)

5.eNot Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:10:08 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.f

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:10:08 (autocalc) | sponsor-D 47
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

SiteNo: 1131
Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

efined lde

ntifier:

Test:: Blood Ure
aNitrogen
_PX47

Result:: 40

Not Done:

Lab Norm

al Range:
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.f Sponsor ID:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:10:08 (autocalc) |47

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Test:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

17:10:08 () (6) Blood Urea Nitrogen

(UTC-05:00) PX47

Eastern Time (US

& Canada)

5.f Result:

Date L ocation User Value Reason

Mar-05-2021 ACVOPFEINFPE000 || (b) (4), Query 1: Closed Response

03:38:50 (b) (6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-04-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Reference

12:55:50 (0) (6) ranges were

(UTC-05:00) not provided in

Eastern Time (US the medical

& Canada) records, only
noted as

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

abnormal. this
has been stated
throughout
audit trail
multiple times.
please do not
constantly
re-query if
same question
has been
addressed.
CRA does not
need to be
contacted

Feb-25-2021
12:26:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1. Reissued:
Opened

DM: Thank
you for your
response.
Kindly
connect with
your CRA for
any further
assistance if
needed and
update CRF as

appropriate.
Else clarify.

Feb-25-2021
08:41:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Reference
ranges were
not provided in
the medica
records, only
noted as
abnormal.
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 11:34

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: | DM 1: Kindly

07:25:53 (b) (6) Opened verify dataand

(UTC-05:00) consider

Eastern Time (US updating

& Canada) missing ranges
or else clarify.
Thank you.

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Reference

17:10:41 (0)(6) ranges were

(UTC-05:00) not provided in

Eastern Time (US the medical

& Canada) records, only
noted as
abnormal.

Feb-24-2021 ACVOPFEINFP6000 | auto query Query 1: Opened Result is

17:10:08 (autoquery) present, but

(UTC-05:00) lab normal

Eastern Time (US range (Low,

& Canada) high or Unit)
iSmissing.
Please correct
or confirm.

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

17:10:08 (b) (6) 40

(UTC-05:00)

Eastern Time (US

& Canada)

5.9

Date | User | Value Reason

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-24-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: New
17:12:07 (b) (6) Sponsor-D 48 Information
(UTC-05:00) efined Iden
Eastern Time (US tifier:
& Canada) Test:: Creatin
ine_PX
48
Result:: 1.7
Not Done::
Lab Norm
al Range:
Feb-24-2021 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
17:10:08 (autocalc) Sponsor-D 48
(UTC-05:00) efined Iden
Eastern Time (US tifier:
& Canada) Test:: Creatin
ine_PX
48
Result::
Not Done:: NOT D
ONE
Lab Norm
al Range:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.9 Sponsor |D:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:10:08 (autocalc) | 48

(UTC-05:00)

Eastern Time (US

& Canada)

5.9 Test:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

17:10:08 () (6) Creatinine_PX48

(UTC-05:00)

Eastern Time (US

& Canada)

5.9 Result:

Date L ocation User Value Reason

Mar-05-2021 ACVOPFEINFPE000 || (b) (4), Query 1: Closed Response

03:52:01 (b) (6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-04-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Reference

12:56:07 (0) (6) ranges were

(UTC-05:00) not provided in

Eastern Time (US the medical

& Canada) records, only
noted as

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

abnormal. this
has been stated
throughout
audit trail
multiple times.
please do not
constantly
re-query if
same question
has been
addressed.
CRA does not
need to be
contacted

Feb-25-2021
12:26:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1. Reissued:
Opened

DM: Thank
you for your
response.
Kindly
connect with
your CRA for
any further
assistance if
needed and
update CRF as

appropriate.
Else clarify.

Feb-25-2021
08:41:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Reference
ranges were
not provided in
the medica
records, only
noted as
abnormal.
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:26

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 11:34

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: | DM 1: Kindly

07:26:07 (b) (6) Opened verify dataand

(UTC-05:00) consider

Eastern Time (US updating

& Canada) missing ranges
or else clarify.
Thank you.

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Reference

17:12:19 (0)(6) ranges were

(UTC-05:00) not provided in

Eastern Time (US the medical

& Canada) records, only
noted as
abnormal.

Feb-24-2021 ACVOPFEINFP6000 | auto query Query 1: Opened Result is

17:12:.07 (autoquery) present, but

(UTC-05:00) lab normal

Eastern Time (US range (Low,

& Canada) high or Unit)
iSmissing.
Please correct
or confirm.

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New

17:12:07 (b) (6) 1.7 Information

(UTC-05:00)

Eastern Time (US

& Canada)

5.g Not Done:

Date | User | Value Reason

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 CHEMISTRY - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status. Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-24-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: New
17:12:07 (b) (6) Information
(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:10:08 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)
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Site No: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 () 6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

3. Collection Date:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

4. Specimen Type:

Date Location User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51

SiteNo: 1131

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Dec-23-2020 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (Dy(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5a
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
5.a Sponsor |D:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 () (6) Not Applicable
(UTC-05:00)
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Eastern Time (US

& Canada)

S5.aTest:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.a Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.a Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5aLNMT

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 ®) ©) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5b
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 () (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.b Sponsor ID:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.b Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.b Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.b Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Frozen

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
50 LNMT
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.c
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.c Sponsor ID:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.c Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.c Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.c Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Frozen

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5.CLNMT
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.d
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.d Sponsor | D:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.d Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.d Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.d Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Frozen

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5.dLNMT
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.e
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.e Sponsor ID:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.e Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.e Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.e Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Frozen

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5eLNMT
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.f
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (b) (®) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.f Sponsor ID:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Frozen

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5f LNMT
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.9
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.9 Sponsor |D:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.9 Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.9 Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.g Not Done:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Frozen

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5.gLNMT
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.h
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.h Sponsor ID:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.h Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.h Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.h Not Done;:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Frozen

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5h LNMT
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A
pplica
ble
Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble
Lab Norma Not A
| Range: pplica
ble
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Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

5.i Sponsor ID:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.1 Test:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.1 Result:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

5.i Not Done:

Date Location User Value Reason
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Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Dec-23-2020 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
51 LNMT
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5,
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (b) (®) Sponsor-De Not A
(UTC-05:00) fined Identi pplica
Eastern Time (US fier: ble
& Canada) Test:: Not A

pplica

ble

Result:: Not A
pplica
ble
Not Done:: Not A
pplica
ble

Page 532 of 723

*** Confidential***
FDA-CBER-2021-5683-0936724




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Lab Norma Not A
| Range: pplica
ble
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5. Sponsor ID:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.) Test:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:06:49 (®) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5. Result:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:06:49 (b) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5.j Not Done:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:06:49 (£)(6) Not Applicable
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

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

5j LNMT

Date L ocation

User Value Reason

12:06:49
(UTC-05:00)
Eastern Time (US
& Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(b) (6) Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 Hematology - Audit Trail

Form Version: 14-Jan-2021 02:24 Form Status:

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Form Created

17:42:29 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | HEMATOLOGY

(UTC-05:00)

Eastern Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:42:29 (b) (6) Dec/17/2020

(UTC-05:00)

Eastern Time (US

& Canada)

4. Specimen Type:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | BLOOD

(UTC-05:00)

Eastern Time (US

& Canada)

5a

Date L ocation | User | Value Reason

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:16:40 (0) (6) Sponsor-D 1
(UTC-05:00) efined Ide
Eastern Time (US ntifier:
& Canada) Test:: Hemogl
obin_P
X1
Result:: 125
Not Done;
Lab Norm Low
al Range: 131
High
17.6
Unit
/uL
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
17:07:53 (0) (6) Sponsor-D 1 Information
(UTC-05:00) efined Iden
Eastern Time (US tifier:
& Canada) Test:: Hemog
lobin P
X1
Result:: 125
Not Done::
Lab Norm
al Range:
Feb-11-2021 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
17:42:29 (autocalc)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) Sponsor-D 1
Eastern Time (US efined 1den
& Canada) tifier:
Test:: Hemog
lobin P
X1
Result::
Not Done:: NOT D
ONE
Lab Norm
al Range:
5.a Sponsor |D:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) |1
(UTC-05:00)
Eastern Time (US
& Canada)
5.a Test:
Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (D)(6) Hemoglobin_PX 1
(UTC-05:00)
Eastern Time (US
& Canada)
5.a Result:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Date L ocation User Value Reason

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

02:57:59 (®) (6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Reference

17.08:03 (0) (6) ranges were

(UTC-05:00) not provided in

Eastern Time (US the medical

& Canada) records, only
noted as
abnormal.

Feb-24-2021 ACVOPFEINFP6000 |auto query | Query 1: Opened Result is

17:07:53 (autoquery) present, but lab

(UTC-05:00) normal range

Eastern Time (US (Low, high or

& Canada) Unit) is
missing. Please
correct or
confirm.

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New

17:07:53 (b) (6) 125 Information

(UTC-05:00)

Eastern Time (US

& Canada)

5.aNot Done:

Date L ocation User Value Reason
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
17.07:53 (b) (6) Information
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 Ore) NOT DONE
(UTC-05:00)
Eastern Time (US
& Canada)
5aLNMT
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
17:16:40 (b) (6) Low
(UTC-05:00) 13.1
Eastern Time (US
& Canada) High
17.6
Unit
/uL
5b
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
17:16:40 (0) (6) Sponsor-De 2
(UTC-05:00) fined | denti
Eastern Time (US fier:
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Test::

Result::
Not Done::

Lab Norma Low

| Range:

Hemato
crit. PX
2

36.9

39

High
515

Unit
%

Feb-11-2021
17:42:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFPG000

auto calc
(autocalc)

Data Entry:
Sponsor-De 2
fined I denti

fier:
Test::

Result::
Not Done::

Lab Normal

Range:

Initial Entry

Hemato
crit. PX
2

36.9
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

5.b Sponsor ID:

Date

Location

User Value Reason

Feb-11-2021
17:42:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

auto calc | Data Entry: Initial Entry

(autocalc) | 2

5.b Test:

Date

L ocation

User

Value Reason

Feb-11-2021
17:42:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Data Entry: Initial Entry
Hematocrit_PX2

5.b Result:

Date

L ocation

User

Value Reason

Feb-12-2021
09:09:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1: Closed Response
satisfies
query

Feb-11-2021
17:53:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1: Answered | lab ranges not
givenin the
report

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-11-2021 ACVOPFEINFP6000 | auto query Query 1: Opened Resultis
17:42:29 (autoquery) present, but
(UTC-05:00) lab normal
Eastern Time (US range (Low,
& Canada) high or Unit)

ISmissing.

Please correct

or confirm.
Feb-11-2021 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry
17:42:29 O 36.9
(UTC-05:00)
Eastern Time (US
& Canada)
5bLNMT
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
17:16:40 (b) (6) Low
(UTC-05:00) 39
Eastern Time (US
& Canada) High

51.5
Unit
%
5.c
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | sponsor-Def 3
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

ined I dentifi

er:

Test:: Erythroc
ytes PX
3

Result::

Not Done:: NOT D
ONE

Lab Normal

Range:

*** Confidential***
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING

Hematology - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
5.c Sponsor ID:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) |3
(UTC-05:00)
Eastern Time (US
& Canada)
5.c Test:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (®) (6) Erythrocytes PX3
(UTC-05:00)
Eastern Time (US
& Canada)
5.c Not Done:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (b) (6) NOT DONE
(UTC-05:00)
Eastern Time (US
& Canada)
5d
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:16:40 (0) (6) Sponsor -Def 5
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
(UTC-05:00) (0) @), (®) 6) | ined Identifi
Eastern Time (US er:
& Canada) Test:: Platelet
s PX5
Result:: 129
Not Done::
Lab Normal Low
Range: 154
High
393
Unit
/uL
Feb-11-2021 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
17:42:29 (autocalc) | Sponsor-Defi 5
(UTC-05:00) ned Identifie
Eastern Time (US r:
& Canada) Test:: Platele
ts PX
5
Result:: 129
Not Done::
Lab Normal
Range:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

5.d Sponsor | D:

Date

Location

User

Value

Reason

Feb-11-2021
17:42:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

auto calc

DataEntry:
(autocalc) |5

Initial Entry

5.d Test:

Date

L ocation

User

Value

Reason

Feb-11-2021
17:42:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Data Entry:
Platelets PX5

Initial Entry

5.d Result:

Date

L ocation

User

Value

Reason

Feb-12-2021
09:09:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response
satisfies
query

Feb-11-2021
17:53:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1: Answered

lab ranges not
givenin the
report
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-11-2021 ACVOPFEINFP6000 | auto query Query 1: Opened Resultis
17:42:29 (autoquery) present, but
(UTC-05:00) lab normal
Eastern Time (US range (Low,
& Canada) high or Unit)
ISmissing.
Please correct
or confirm.
Feb-11-2021 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry
17:42:29 O 129
(UTC-05:00)
Eastern Time (US
& Canada)
5dLNMT
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
17:16:40 (b) (6) Low
(UTC-05:00) 154
Eastern Time (US
& Canada) High
393
Unit
/uL
5.e
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | sponsor-Def 7
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Hematology - eCRF Audit Trall

History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

ined | dentifi
er:
Test::

Result::
Not Done::

Lab Normal
Range:

Leukoc
ytes P
X7

6.4
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.e Sponsor ID:

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:42:29 (autocalc) | 7

(UTC-05:00)

Eastern Time (US

& Canada)

5.eTest:

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

17:42:29 (b) (6) Leukocytes PX7

(UTC-05:00)

Eastern Time (US

& Canada)

5.e Reault:

Date L ocation User Value Reason

Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

00:03:41 (b) (6) satisfies

(UTC-05:00) guery

Eastern Time (US

& Canada)

Feb-18-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answered | Lab ranges

16:47:23 and units not

(UTC-05:00) entered were

Eastern Time (US not included

& Canada) inthe
hospital

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

records. the
CRF does not
provide
options for
these labs.

Feb-15-2021 ACVOPFEINFP6000 (b) (4), Query 1: Reissued: | DM: Please

11:00:04 (b) (6) Opened consider to

(UTC-05:00) update the lab

Eastern Time (US normal

& Canada) ranges with
available unit
from the CRF
options.
Kindly
connect with
CRA for any
further
assistance if
needed.

Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | lab ranges not

12:08:19 (0){6) givenin the

(UTC-05:00) report

Eastern Time (US

& Canada)

Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: | Lab normal

09:38:54 () (6) Opened range (Low,

(UTC-05:00) high or Unit)

Eastern Time (US ismissing.

& Canada) Please
complete data
entry.

Page 552 of 723

*** Confidential***
FDA-CBER-2021-5683-0936744




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-11-2021 ACVOPFEINFP6000 || (b) (4), Query 1: Answered | lab ranges not
17:53:33 (b) (6) givenin the
(UTC-05:00) report
Eastern Time (US
& Canada)
Feb-11-2021 ACVOPFEINFP6000 | auto query Query 1: Opened Result is
17:42:29 (autoquery) present, but
(UTC-05:00) lab normal
Eastern Time (US range (Low,
& Canada) high or Unit)

ismissing.

Please correct

or confirm.
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 [DIC) 6.4
(UTC-05:00)
Eastern Time (US
& Canada)
5.f
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
17:13:49 (0) (6) Sponsor-D 608 Information
(UTC-05:00) efined Ide
Eastern Time (US ntifier:
& Canada) Test:: Neutrop

hils PX
608
Result::  68.2
Not Done::
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Lab Norm
al Range:

Feb-11-2021 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry

17:42:29
(UTC-05:00)
Eastern Time (US
& Canada)

(autocalc) | Sponsor-D 608

efined Ide

ntifier:

Test:: Neutrop
hils PX
608

Result::

Not Done:: NOT D
ONE

Lab Norm
al Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 Hematology - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status. Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.f Sponsor ID:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | 608

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Test:

Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (®) (6) Neutrophils PX608

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Result:

Date L ocation User Value Reason
Feb-25-2021 ACVOPFEINFPG000 | (b) (4), Query 1: Closed Response
02:58:11 (b) (6) satisfies query
(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

5.f Result:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPE000 || (b) (4), Query 1: Answered | Reference
17:14:01 (b) (6) ranges were
(UTC-05:00) not provided
Eastern Time (US in the medical
& Canada) records, only
noted as
abnormal.
Feb-24-2021 ACVOPFEINFP6000 |autoquery | Query 1: Opened Result is
17:13:49 (autoquery) present, but
(UTC-05:00) lab normal
Eastern Time (US range (Low,
& Canada) high or Unit)
ismissing.
Please correct
or confirm.
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
17:13:49 (b) (6) 68.2 Information
(UTC-05:00)
Eastern Time (US
& Canada)
5.f Not Done:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: New
17:13:49 (b) (6) Information
(UTC-05:00)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Eastern Time (US
& Canada)
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (DC) NOT DONE
(UTC-05:00)
Eastern Time (US
& Canada)
5.9
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) Sponsor-De 609
(UTC-05:00) fined | denti
Eastern Time (US fier:
& Canada) Test:: Eosinop
hils PX
609
Result::
Not Done:: NOT D
ONE
Lab Norma
| Range:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.9 Sponsor |D:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | 609

(UTC-05:00)

Eastern Time (US

& Canada)

5.9 Test:

Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (®) (6) Eosinophils PX609

(UTC-05:00)

Eastern Time (US

& Canada)

5.g Not Done:

Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.h

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | sponsor-De 612
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

fined Identi

fier:

Test:: Monocyt
es PX61
2

Result::

Not Done:: NOT D
ONE

Lab Normal

Range:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.h Sponsor ID:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | 612

(UTC-05:00)

Eastern Time (US

& Canada)

5.h Test:

Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
17:42:29 (b) (6) Monocytes PX 612

(UTC-05:00)

Eastern Time (US

& Canada)

5.h Not Done:

Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
17:42:29 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | sponsor-Def 610
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

ined I dentifi

er:

Test:: Basophi
Is PX61
0

Result::

Not Done:: NOTD
ONE

Lab Normal

Range:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.i Sponsor ID:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | 610

(UTC-05:00)

Eastern Time (US

& Canada)

5.1 Test:

Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (®) (6) Basophils PX610

(UTC-05:00)

Eastern Time (US

& Canada)

5.1 Not Done:

Date Location User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5]

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | sponsor-De 611
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

fined I denti

fier:

Test:: Lymphoc
ytes PX
611

Result::

Not Done:: NOT DO
NE

Lab Norma

| Range:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:24
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5. Sponsor ID:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:42:29 (autocalc) | 611
(UTC-05:00)
Eastern Time (US
& Canada)
5.) Test:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (b) (6) Lymphocytes PX61
(UTC-05:00) 1
Eastern Time (US
& Canada)
5. Not Done:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:42:29 (Dy(6) NOT DONE
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/16/2020 Hematology - Audit Trail

Form Version: 20-Feb-2021 02:18 Form Status:

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Form Created

17:02:10 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | HEMATOLOGY

(UTC-05:00)

Eastern Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Transcription
17:06:26 (b) (6) Dec/18/2020 Error
(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) Dec/17/2020

(UTC-05:00)

Eastern Time (US

& Canada)

4. Specimen Type:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | BLOOD

(UTC-05:00)

Eastern Time (US
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
& Canada)
5a
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | sponsor-Def 1
(UTC-05:00) ined | dentifi
Eastern Time (US er:
& Canada) Test:: Hemogl
obin P
X1

Result:: 111

Not Done::

Lab Normal

Range:
5.a Sponsor |1D:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) |1
(UTC-05:00)
Eastern Time (US
& Canada)
5.a Test:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:02:10 (0) (6) Hemoglobin PX1

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

5.a Result:

Date L ocation User Value Reason

Mar-05-2021 ACVOPFEINFPE000 | (b) Query 1: Closed Response

01:03:46 Ay satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-04-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered | Reference

12:53:11 ranges were

(UTC-05:00) not provided

Eastern Time (US in the medical

& Canada) records, only
noted as
abnormal. this
has been
stated
throughout
audit trail
multiple
times. please
do not
constantly
re-gery if
same question
has been
addressed

Feb-25-2021 ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 1: Reissued: | Result 11.1is
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

SiteNo: 1131

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

10:46:05 (b) (4), (b) (6) Opened present but lab

(UTC-05:00) normal range

Eastern Time (US ismissing.

& Canada) Kindly verify
and update lab
normal range
(Low, High or
unit) or else
clarify. Thank
youl.

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Reference

08:42:32 (b) (6) ranges were

(UTC-05:00) not provided

Eastern Time (US in the medical

& Canada) records, only
noted as
abnormal.

Feb-25-2021 ACVOPFEINFP6000 | Sandip Query 1: Reissued: | Result 11.1is

03:40:38 Namdeorao Opened present but lab

(UTC-05:00) Suryawanshi normal range

Eastern Time (US (b) (4) iIsmissing.

& Canada) Kindly verify
and update lab
normal range
(Low, High or
unit) or else
clarify. Thank
youl.

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Reference

17:05:30 (b) (6) ranges were

(UTC-05:00) not provided

Eastern Time (US in the medical
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
& Canada) records, only
noted as
abnormal.
Feb-24-2021 ACVOPFEINFP6000 | auto query Query 1: Opened Result is
17:02:10 (autoquery) present, but
(UTC-05:00) lab normal
Eastern Time (US range (Low,
& Canada) high or Unit)
ismissing.
Please correct
or confirm.
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) 11.1
(UTC-05:00)
Eastern Time (US
& Canada)
5b
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | sponsor-Def 2
(UTC-05:00) ined | dentifi
Eastern Time (US er:
& Canada) Test:: Hemato
crit. PX
2
Result:: 32.6
Not Done::
Lab Normal
Range:
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SiteNo: 1131

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.b Sponsor ID:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:02:10 (autocalc) | 2

(UTC-05:00)

Eastern Time (US

& Canada)

5.b Test:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

17:02:10 (b) (6) Hematocrit_PX2

(UTC-05:00)

Eastern Time (US

& Canada)

5.b Result:

Date L ocation User Value Reason

Mar-04-2021 ACVOPFEINFPE000 || (b) (4), Query 1: Closed Response

23:16:35 (b)y(6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-04-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered | Reference

12:53:22 ranges were

(UTC-05:00) not provided

Eastern Time (US in the medical

& Canada) records, only
noted as
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

SiteNo: 1131

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
abnormal. this
has been
stated
throughout
audit trail
multiple
times. please
do not
constantly
re-gery if
same question
has been
addressed
Feb-25-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Reissued: | Result 32.6is
10:45:43 Opened present but
(UTC-05:00) lab normal
Eastern Time (US rangeis
& Canada) missing.
Kindly verify
and update
lab normal
range
Feb-25-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered | Reference
08:42:08 ranges were
(UTC-05:00) not provided
Eastern Time (US in the medical
& Canada) records, only
noted as
abnormal.
Feb-25-2021 ACVOPFEINFP6000 | Sandip Query 1: Reissued: | Result 32.6is
03:41:49 Namdeorao Opened present but
(UTC-05:00) Suryawanshi lab normal
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Eastern Time (US (b) (4) rangeis

& Canada) missing.
Kindly verify
and update
lab normal
range (Low,
High or unit)
or else clarify.
Thank you.

Feb-24-2021 ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 1: Answered | Reference

17:05:40 ranges were

(UTC-05:00) not provided

Eastern Time (US in the medical

& Canada) records, only
noted as
abnormal.

Feb-24-2021 ACVOPFEINFP6000 |auto query Query 1: Opened Result is

17:02:10 (autoquery) present, but

(UTC-05:00) lab normal

Eastern Time (US range (Low,

& Canada) high or Unit)
ismissing.
Please correct
or confirm.

Feb-24-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

17:02:10 32.6

(UTC-05:00)

Eastern Time (US

& Canada)

5.c
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | sponsor-Def 3
(UTC-05:00) ined | dentifi
Eastern Time (US er:
& Canada) Test:: Erythroc
ytes PX
3
Result::
Not Done:: NOT D
ONE
Lab Normal
Range:
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.c Sponsor ID:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) |3

(UTC-05:00)

Eastern Time (US

& Canada)

5.c Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 () (6) Erythrocytes PX3

(UTC-05:00)

Eastern Time (US

& Canada)

5.c Not Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.d

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | sponsor-Defi 5
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

ned | dentifier

Test:: Platelet
s PX5

Result:: 108

Not Done::

Lab Normal

Range:
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.d Sponsor | D:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:02:10 (autocalc) |5

(UTC-05:00)

Eastern Time (US

& Canada)

5.d Test:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

17:02:10 () (6) Platelets PX5

(UTC-05:00)

Eastern Time (US

& Canada)

5.d Result:

Date L ocation User Value Reason

Mar-04-2021 ACVOPFEINFPE000 || (b) (4), Query 1. Closed Response

23:16:02 (b);(6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-04-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answere | Reference

12:53:30 d ranges were

(UTC-05:00) not provided

Eastern Time (US in the medical

& Canada) records, only
noted as

*** Confidential***

Page 577 of 723

FDA-CBER-2021-5683-0936769




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

abnormal. this
has been
stated
throughout
audit trail
multiple
times. please
do not
constantly
re-qery if
same question
has been
addressed

Feb-25-2021
08:53:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1. Reissued:
Opened

DM: Thank
you for your
response.
Kindly
connect with
your CRA for
any further
assistance if
needed and
update CRF as
appropriate.
Else clarify.

Feb-25-2021
08:41:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1: Answere
d

Reference
ranges were
not provided
in the medical
records, only
noted as
abnormal.
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-25-2021 ACVOPFEINFPE000 || (b) (4), Query 1: Reissued: | Result 108 is
07:12:12 (b)y(6) Opened present but lab
(UTC-05:00) normal range
Eastern Time (US ISmissing.

& Canada) Kindly verify
and update lab
normal range
(Low, High or
unit) or else
clarify. Thank
youl.

Feb-24-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) [Query 1: Answere | Reference

17:05:49 d ranges were

(UTC-05:00) not provided

Eastern Time (US in the medical

& Canada) records, only
noted as
abnormal.

Feb-24-2021 ACVOPFEINFP6000 | auto query Query 1: Opened | Resultis

17:02:10 (autoquery) present, but

(UTC-05:00) lab normal

Eastern Time (US range (Low,

& Canada) high or Unit)
iISmissing.
Please correct
or confirm.

Feb-24-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

17:02:10 108

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5e
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | sponsor-Def 7
(UTC-05:00) ined | dentifi
Eastern Time (US er:
& Canada) Test:: Leukoc
ytes P
X7
Result::
Not Done:: NOTD
ONE
Lab Normal
Range:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.e Sponsor ID:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | 7

(UTC-05:00)

Eastern Time (US

& Canada)

5.e Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) Leukocytes PX7

(UTC-05:00)

Eastern Time (US

& Canada)

5.eNot Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.f

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | sponsor-De 608
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

fined Identi

fier:

Test:: Neutrop
hils PX
608

Result::

Not Done:: NOT D
ONE

Lab Norma

| Range:
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.f Sponsor ID:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | 608

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 () (6) Neutrophils PX608

(UTC-05:00)

Eastern Time (US

& Canada)

5.f Not Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.9

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | sponsor-De 609
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

fined I denti

fier:

Test:: Eosinop
hils PX
609

Result::

Not Done:: NOT D
ONE

Lab Norma

| Range:
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.9 Sponsor |D:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | 609

(UTC-05:00)

Eastern Time (US

& Canada)

5.9 Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 () (6) Eosinophils PX609

(UTC-05:00)

Eastern Time (US

& Canada)

5.g Not Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.h

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | sponsor-De 612
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

fined Identi

fier:

Test:: Monocyt
es PX61
2

Result::

Not Done:: NOT D
ONE

Lab Normal

Range:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING

Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

5.h Sponsor ID:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | 612

(UTC-05:00)

Eastern Time (US

& Canada)

5.h Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) Monocytes PX612

(UTC-05:00)

Eastern Time (US

& Canada)

5.h Not Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5.

Date L ocation | User | Value Reason

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Feb-24-2021 ACVOPFEIN
17:02:10
(UTC-05:00)
Eastern Time (US
& Canada)

FP6000 |auto cac
(autocalc)

Data Entry:

Sponsor-Def 610

ined | dentifi
er:
Test::

Result::
Not Done::

Lab Normal
Range:

Basophi
Is PX61
0

NOT D
ONE

Initial Entry
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

SiteNo: 1131

Subject No: 11311151

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

5.i Sponsor ID:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | 610

(UTC-05:00)

Eastern Time (US

& Canada)

5.1 Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 () (6) Basophils PX610

(UTC-05:00)

Eastern Time (US

& Canada)

5.1 Not Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)

5]

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | sponsor-De 611
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

fined I denti

fier:

Test:: Lymphoc
ytes PX
611

Result::

Not Done:: NOT DO
NE

Lab Norma

| Range:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:18

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Hematology - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

5. Sponsor ID:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:02:10 (autocalc) | 611

(UTC-05:00)

Eastern Time (US

& Canada)

5.) Test:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) Lymphocytes PX611

(UTC-05:00)

Eastern Time (US

& Canada)

5. Not Done:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:02:10 (b) (6) NOT DONE

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020

Form Version: 21-Aug-2020 02:50

Site No: 1131

Subject No: 11311151

Generated By:

Form Status:

Form: VITAL SIGNS- COVID - Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

(b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date

L ocation

User

Value Reason

Feb-24-2021
16:33:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Created

Page 592 of 723

*** Confidential***
FDA-CBER-2021-5683-0936784




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:50

SiteNo: 1131

Subject No: 11311151

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
1. Date:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
16:33:14 (0) (6) Dec/17/2020
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-24-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
16:31:08 (b) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:07:10 ®) ©) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
17:07:13 (0) (6) Record | den Not Information
(UTC-05:00) tifier:: Appl
Eastern Time (US icabl
& Canada) e

Systolic:: 224

Diastolic:: 70

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:50
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Respiratory 18
Ratein resp
irations/min
ute:

Heart Ratei 40
n beats/min
ute:

Feb-24-2021 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry

16:33:14
(UTC-05:00)
Eastern Time (US
& Canada)

(b) (6) Record Iden Not

tifier:: Appl

icabl

e
Systolic:: 224
Diastolic:: 70
Respiratory 18
Ratein resp
irationg/min
ute:

Heart Ratei 33
n beats/min
ute

Feb-24-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

16:31:08
(UTC-05:00)
Eastern Time (US
& Canada)

(©)(®) Record |den Not
tifier:: Appl
icabl
e
Systalic::
Diastolic::
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:50
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Respiratory
Ratein resp
irations/min
ute:

Heart Ratei
n beats/min
ute:

12:07:10
(UTC-05:00)
Eastern Time (US
& Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(b) (6) Record Iden Not

tifier:: Appl
icabl
e
Systolic::  Not
Appl
icabl
e
Diastolic::  Not
Appl
icabl
e
Respiratory Not
Rateinresp Appl
irationg/min icabl
ute: e
Heart Ratei Not
n beatsmin Appl
ute: icabl
e

2.a Record | dentifier:

Date Location

User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:50

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail

History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Dec-23-2020 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry

12:07:10 (Dy(6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2.a Systalic:

Date L ocation User Value Reason

Feb-26-2021 ACVOPFEINFPE000 || (b) Query 1: Closed Response

03:48:09 Ay satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answere |[Thisis

08:49:15 (b) (6) d clinically

(UTC-05:00) related to the

Eastern Time (US hospitalization

& Canada) for heart block.

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: |DM 1: Please

07:15:24 (b) (6) Opened clarify weather

(UTC-05:00) reported value

Eastern Time (US isclinically

& Canada) significant or
not. If yes
update AE as

appropriate or
else clarify not
clinicaly
significant.
Thank you.
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:50

SiteNo: 1131

Subject No: 11311151

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answere | Original value
16:33:30 (b) (6) d is correct
(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | auto query Query 1: Opened | Systolic BP 224
16:33:14 (autoquery) isoutside of
(UTC-05:00) Normal Range
Eastern Time (US 90 - 140.

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:33:14 (0) (6) 224

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:31:08 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:07:10 (0) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2.aDiastalic:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:33:14 (0) (6) 70
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:50

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:31:08 (0) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:07:10 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:33:14 (b) (6) 18

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:31:08 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:07:10 () 6) Not Applicable

(UTC-05:00)

Eastern Time (US
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:50
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

& Canada)

2.a Heart Rate in beats/minute:

Date L ocation User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
17.07:13 ®)(5) 40 Information
(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
16:33:14 (b) (6) 33

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
16:31:08 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
12:07:10 (0)(6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020

Form Version: 14-Jan-2021 02:17

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form Status:

Form: VITAL SIGNS- COVID - Audit Trail

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

User

Value

Mar-09-2021
15:36:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Deleted New

Feb-09-2021
16:39:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:17

SiteNo: 1131

Subject No: 11311151

Generated By:

(b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail

History

Form Status: Data Complete, Deleted
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Date:
Date Location User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
16:58:21 (b) (6) Dec/18/2020 Error
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:39:44 (b) (6) Dec/28/2020
(UTC-05:00)
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:39:44 (b) (6) Record |dentifie 1
(UTC-05:00) P
Eastern Time (US wstolic: : 1
& Canada) 3

6

Diastalic:: 5
8

Respiratory Rat 1
einrespirations 6
/minute:
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: VITAL SIGNS- COVID - eCRF Audit Trail
Unscheduled Visit on Dec/16/2020 History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Heart Ratein be 3

atsminute: 6
2.a Record | dentifier:
Date L ocation User Value Reason
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:39:44 (b) (6) 1
(UTC-05:00)
Eastern Time (US
& Canada)
2.a Systolic:
Date Location User Value Reason
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:39:44 (b) (6) 136
(UTC-05:00)
Eastern Time (US
& Canada)
2.aDiastolic:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFPG000 | (b) (4), Query 1: Closed Response
13:17:12 (®) (6) satisfies query
(UTC-05:00)
Eastern Time
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:17

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Feb-10-2021 ACVOPFEINFP6000 || (b) (4), Query 1: Answere | not clinically

10:42:03 (b) (6) d significant

(UTC-05:00)

Eastern Time

(US & Canada)

Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued | DM:

23:51:56 (b) (6) :Opened Confirmation

(UTC-05:00) on the out of

Eastern Time range value as

(US & Canada) "clinically
significant” or
"not clinically
significant” is
expected as a
response.
Please review
and confirm.

Feb-09-2021 ACVOPFEINFP6000 || (b) (4), Query 1: Answere | reported

16:40:51 (b) (6) d hospital

(UTC-05:00) records

Eastern Time

(US & Canada)

Feb-09-2021 ACVOPFEINFP6000 | auto query Query 1: Opened | Diastolic BP

16:39:44 (autoquery) 58 is outside of

(UTC-05:00) Normal Range

Eastern Time 60 - 90.

(US & Canada)

Feb-09-2021 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry

16:39:44 (b) (6) 58

(UTC-05:00)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: VITAL SIGNS- COVID - eCRF Audit Trail
Unscheduled Visit on Dec/16/2020 History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Eastern Time
(US & Canada)

2.a Respiratory Rate in respirations/minute:

Date L ocation User Value Reason
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:39:44 () (6) 16

(UTC-05:00)

Eastern Time (US

& Canada)

2.a Heart Rate in beatsminute:

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Date L ocation User Value Reason
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:39:44 (b) (6) 36
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1- Form: VITAL SIGNS- COVID - Audit Trail
Unscheduled Visit on Dec/16/2020

Form Version: 20-Feb-2021 02:11 Form Status:

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Form Created

16:36:48 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1- Form: VITAL SIGNS- COVID - Audit Trail
Unscheduled Visit on Dec/16/2020

Form Version: 20-Feb-2021 02:11 Form Status:

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Form Created
16:40:42 (b) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020

Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form Status:

Form: VITAL SIGNS- COVID - Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

User

Value

Reason

Mar-05-2021
17.08:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Deleted

New
Information

Feb-24-2021
16:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Created

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date:

Date L ocation User Value Reason

Mar-10-2021 ACVOPFEINFP6000 |/ (b) (4), Query 2: Closed Response

05:34:35 (b) (6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-09-2021 ACVOPFEINFPE000 || (b) (4), Query 2: Answered |log 2 has been

15:37:29 (b)(6) deleted per

(UTC-05:00) query

Eastern Time (US

& Canada)

Mar-09-2021 ACVOPFEINFP6000 | Saumitra Query 2: Opened P21 Review-

08:09:24 Dubey Requery 1- If

(UTC-05:00) (b) (4) this confirmed

Eastern Time (US to be the

& Canada) abnormal
value, kindly
delete the log
2asitisaso
collected on
the same date.
Kindly note if
thevitals are
collected on
the same day
only most
abnormal
value should
be reported.
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Mar-05-2021 ACVOPFEINFPE000 || (b) (4), Query 1: Closed Response

07:40:54 (b) (6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-04-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered | confirmed that

14:05:22 valueisthe

(UTC-05:00) most

Eastern Time (US abnormal of

& Canada) day

Mar-02-2021 ACVOPFEINFP6000 | Saumitra Query 1: Opened Per

02:37:06 Dubey completion

(UTC-05:00) (b) (4) guidelines, If

Eastern Time (US multiple

& Canada) values were
recorded on a
single day, the
most
abnormal
should be
recorded.
Please review
al data
entered on
18Dec2020
and remove as
applicable.
Else clarify.

Feb-24-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | DataEntry: Initial Entry

16:36:48 Dec/18/2020

(UTC-05:00)

Eastern Time (US
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

& Canada)
2a
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:36:48 (6) (6) Record I dentifier 1
(UTC-05:00) .
Eastern Time (US SyStOl ic: 1
& Canada) 3
0
Diastolic:: 6
6
Respiratory Rate 1
in respirations/m 8
inute:
Heart Ratein be 3
ats/minute; 5
2.a Record | dentifier:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:36:48 (b) (6) 1
(UTC-05:00)
Eastern Time (US
& Canada)
2.a Systalic:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: VITAL SIGNS- COVID - eCRF Audit Trail
Unscheduled Visit on Dec/16/2020 History

Form Version: 20-Feb-2021 02:11 Form Status. Data Complete

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Feb-26-2021 ACVOPFEINFPE000 || (b) (4), Query 1: Closed AE recorded

06:59:10 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Thisis

08:50:33 (0) (6) clinically

(UTC-05:00) related to the

Eastern Time (US hospitalization

& Canada) for heart block.

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: | DM 1: Please

07:16:04 (b) (6) Opened clarify weather

(UTC-05:00) reported value

Eastern Time (US isclinicaly

& Canada) significant or
not. If yes
update AE as
appropriate or
else clarify not
clinicaly
significant.
Thank you.

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Origina value

16:37:22 (0) (6) is correct

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | auto query Query 1: Opened Systolic BP 180

16:36:48 (autoquery) isoutside of

(UTC-05:00) Normal Range

Eastern Time (US 90 - 140.
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:36:48 (b) (6) 180

(UTC-05:00)

Eastern Time (US

& Canada)

2.aDiastolic:

Date Location User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:36:48 (0) (6) 66

(UTC-05:00)

Eastern Time (US

& Canada)

2.a Respiratory Rate in respirations/minute:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:36:48 () (6) 18

(UTC-05:00)

Eastern Time (US

& Canada)

2.a Heart Rate in beatsminute;

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:36:48 (b) (6) 35

(UTC-05:00)

Eastern Time (US
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151

Form: VITAL SIGNS - COVID - eCRF Audit Trail

History

Form Status. Data Complete
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
1. Date:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:40:42 (b) (6) Dec/19/2020
(UTC-05:00)
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:40:42 (b) (6) Record I dentifier 1
(UTC-05:00) r
Eastern Time (US wstol ic: 1
& Canada) 6
8
Diastolic:: 7
1

Respiratory Rate 1

in respirations/m 8

inute:

Heart Ratein be 7

ats/minute; 1
2.a Record | dentifier:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail

History

Form Status. Data Complete
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

16:40:42 (b) (6) 1

(UTC-05:00)

Eastern Time (US

& Canada)

2.a Systalic:

Date L ocation User Value Reason

Feb-26-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

08:52:54 (b) (6) satisfies query.

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answere | Thisis

08:49:30 (0) (6) d clinically

(UTC-05:00) related to the

Eastern Time (US hospitalization

& Canada) for heart block.

Feb-25-2021 ACVOPFEINFPE000 | (b) (4), Query 1: Reissued: [DM 1: Please

07:16:26 (b) (6) Opened clarify weather

(UTC-05:00) reported value

Eastern Time (US isclinically

& Canada) significant or
not. If yes
update AE as

appropriate or
else clarify not
clinicaly
significant.
Thank you.
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Query 1: Answere |Origina value
16:41:09 (b) (6) d is correct
(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | auto query Query 1: Opened Systolic BP 168
16:40:42 (autoquery) is outside of
(UTC-05:00) Normal Range
Eastern Time (US 90 - 140.

& Canada)

Feb-24-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:40:42 (b) (6) 168

(UTC-05:00)

Eastern Time (US

& Canada)

2.a Diastalic:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
16:40:42 (b) (6) 71

(UTC-05:00)

Eastern Time (US

& Canada)

2.a Respiratory Rate in respirations/minute:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
16:40:42 (b) (6) 18

(UTC-05:00)

Eastern Time (US
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

& Canada)

2.a Heart Rate in beats/minute;

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:40:42 (0) (6) 71

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Date:

Date L ocation User Value Reason

Mar-08-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

05:05:04 (b) (6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-05-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered |removing

17:07:46 logline

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-05-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: | Please note,

10:16:52 (b) (6) Opened this date isthe

(UTC-05:00) same asthe

Eastern Time (US dateon LINE

& Canada) 1. Per
completion
guidelines, If
multiple
values were
recorded on a
single day, the
most
abnormal
should be
recorded.
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Please review
al data
entered on
17Dec2020
and remove as
applicable.
Else clarify

14:05:33
(UTC-05:00)
Eastern Time (US
& Canada)

Mar-04-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered | confirmed that

valueisthe
most
abnormal of

day

02:37:42
(UTC-05:00)
Eastern Time (US
& Canada)

Mar-02-2021 ACVOPFEINFP6000 | Saumitra Query 1: Opened Per

Dubey completion
(b) (4) guidelines, If
multiple
values were
recorded on a
single day, the
most
abnormal
should be
recorded.
Please review
al data
entered on
17Dec2020
and remove as
applicable.
Else clarify.
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
*** THISREPEATING FORM HASBEEN DELETED ***
Feb-24-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
16:55:16 Dec/17/2020
(UTC-05:00)
Eastern Time (US
& Canada)
2a
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:55:16 (b) (6) Record I dentifier 1
(UTC-05:00) r
Eastern Time (US SyStOl ic: 1
& Canada) 3
6
Diastolic:: 5
3
Respiratory Rate 1
in respirations/m 7
inute:
Heart Ratein be 4
ats/minute; 0
2.a Record | dentifier:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:55:16 (b) (6) 1
(UTC-05:00)

Eastern Time (US
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SiteNo: 1131

Generated By:

Subject No: 11311151
(b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

& Canada)

2.a Systolic:

Date L ocation User Value Reason

Feb-26-2021 ACVOPFEINFPE000 |/ (b) (4), Query 1: Closed Response

05:50:01 (0)(6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1. Answered | Thisis

08:47:49 (0) (6) clinically

(UTC-05:00) related to the

Eastern Time (US hospitalization

& Canada) for Heart Block.

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: | DM 1: Please

07:16:59 (b) (6) Opened clarify weather

(UTC-05:00) reported value

Eastern Time (US isclinicaly

& Canada) significant or
not. If yes
update AE as
appropriate or
else clarify not
clinically
significant.
Thank you.

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Original value

16:55:53 (b) (6) is correct

(UTC-05:00)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 |auto query |Query 1: Opened Systolic BP 186

16:55:16 (autoquery) isoutside of

(UTC-05:00) Normal Range

Eastern Time (US 90 - 140.

& Canada)

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

16:55:16 (b) (6) 186

(UTC-05:00)

Eastern Time (US

& Canada)

2.aDiastalic:

Date L ocation User Value Reason

Feb-26-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

05:49:09 (0)(6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Thisis

08:46:24 (0) (6) clinically

(UTC-05:00) related to the

Eastern Time (US hospitalization

& Canada) for the heart
block.

Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: DM: Kindly

07:01:52 (®) (6) Opened confirm the
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SiteNo: 1131

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-05:00) Diastolic BP 53

Eastern Time (US recorded is

& Canada) clinically
significant or
not, thank you.

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Original value

16:56:06 (0) (6) is correct

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 |auto query |Query 1: Opened Diastolic BP 53

16:55:16 (autoquery) isoutside of

(UTC-05:00) Normal Range

Eastern Time (US 60 - 90.

& Canada)

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

16:55:16 (b) (6) 53

(UTC-05:00)

Eastern Time (US

& Canada)

2.a Respiratory Rate in respirations/minute:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

16:55:16 (b) (6) 17

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

2.a Heart Rate in beatsminute:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:55:16 (0) (6) 40

(UTC-05:00)

Eastern Time (US

& Canada)

Page 624 of 723

*** Confidential***
FDA-CBER-2021-5683-0936816




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Site No: 1131

Generated By:

Subject No: 11311151

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit
Trail
Form Status:

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

(b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date

L ocation

User

Value

Reason

Feb-24-2021
16:34:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 21-Aug-2020 02:51

SiteNo: 1131

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
16:34:42 (0) (6) Dec/17/2020

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
16:34:11 () (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:07:31 ®) ©) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2.a

Date L ocation User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
07:05:10 (0) (6) Record |d Not Ap | Information
(UTC-05:00) entifier:: plicable

Eastern Time (US Oxygen S 99.0

& Canada) aturation
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:34:42 (b) (6) Record Id Not Ap
(UTC-05:00) entifier:: plicable
Eastern Time (US Oxygen S 98.0
& Canada) aturation
Feb-24-2021 ACVOPFEINFPG000 || (b) (), Data Entry: Initial Entry
16:34:11 () ©) Record Id Not Ap
(UTC-OS:_OO) entifier:: plicable
s
aturation
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:07:31 (b) (6) Record Id Not Ap
(UTC-05:00) entifier:: plicable
Eastern Time (US Oxygen S Not Ap
& Canada) aturation plicable

2.a Record | dentifier:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:07:31 (b) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Mar-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
07:05:10 (0)(6) 99.0 Information
(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:34:42 R 98.0

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
16:34:11 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:07:31 (D)6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:17
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit
Trail

Form Status:

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation

User Value Reason

16:42:17
(UTC-05:00)
Eastern Time (US
& Canada)

Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Form Created

(b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:17

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date:

Date L ocation User Value Reason

Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:42:17 (b) (6) Dec/28/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2.a

Date L ocation User Value Reason

Feb-09-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

16:42:17 (b) (6) Record | dentifi 1

(UTC-05:00) or::

Eastern Time (US Oxygen Satura 97.

& Canada) tion: 0

2.a Record | dentifier:

Date L ocation User Value Reason

Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:42:17 (b) (6) 1

(UTC-05:00)

Eastern Time (US

& Canada)

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
Page 630 of 723
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 14-Jan-2021 02:17
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:42:17 (b) (6) 97.0

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit
Trail
Form Status:

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date

L ocation

User

Value

Reason

Feb-24-2021
16:41:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Created

Page 632 of 723
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit
Trail
Form Status:

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

User

Value

Reason

Mar-05-2021
07:06:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Deleted

removed
per query

Feb-24-2021
16:55:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

16:41:30 () (6) Dec/19/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2.a

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:41:30 (b) (6) Record Identifi 1

(UTC-05200) er::

Eastern Time (US Oxygen Saturat 93,

& Canada) ion: 0

2.a Record | dentifier:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:41:30 (b) (6) 1

(UTC-05:00)

Eastern Time (US

& Canada)

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
Page 634 of 723
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
16:41:30 (b) (6) 93.0

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status. Incomplete, Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Date:

Date L ocation User Value Reason

Mar-05-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed data deleted

10:30:10 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-05-2021 ACVOPFEINFP6000 | auto query Query 1: Answered |removing per

07:05:45 (autoquery) query.

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-05-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: removing per

07:05:45 query.

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-05-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued: | Pleasereview

05:32:35 (b) (6) Opened all data

(UTC-05:00) entered on

Eastern Time (US 17Dec2020

& Canada) and remove as
applicable.
Else clarify

Mar-04-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered | confirmed that

14:05:11 valueisthe
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Subject No: 11311151

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-05:00) most

Eastern Time (US abnormal of

& Canada) day

Mar-02-2021 ACVOPFEINFP6000 | Saumitra Query 1: Opened Per

02:42:31 Dubey completion

(UTC-05:00) (b) (4) guidelines, If

Eastern Time (US multiple

& Canada) values were
recorded on a
single day, the
most
abnormal
should be
recorded, i.e.
the lowest
Oxygen
Saturation for
the day. Please
review all data
entered on
17Dec2020
and remove as
applicable.
Else clarify.

Feb-24-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

16:55:41 Dec/17/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2.a

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11

SiteNo: 1131

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***
Date L ocation User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: removed per
07:06:00 (0) (6) Record Identifier: 1 |query
(UTC-05:00) :
Eastern Time (US Oxygen Saturatio
& Canada) n:
Feb-24-2021 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
16:55:41 () ©) Record Identifi 1
(UTC-05200) er::
Eastern Time (US Oxygen Saturat 99.
& Canada) ion: 0
2.a Record I dentifier:
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:55:41 (b) (6) 1
(UTC-05:00)
Eastern Time (US
& Canada)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: removed per
07:06:00 (0) (6) query
(UTC-05:00)
Eastern Time (US
& Canada)

Page 638 of 723
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 20-Feb-2021 02:11
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF

Audit Trail History

Form Status: Incomplete, Data Complete, Deleted
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:55:41 (b) (6) 99.0
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:52

Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: OXYGENATION PARAMETERS - eCRF Audit
Trail History

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:07:49 () 6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
2. Arterial Blood Gases PaO2 (mmHQ):
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:07:49 (®) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
3. FiO2 (Fraction of Inhaled Oxygen):
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:07:49 (®) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
Page 640 of 723
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:55

Site No: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:08:20 () 6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

2. Category:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:08:20 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

3. Concomitant Medications Pre-specified:

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:08:20 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:55

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

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

Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:08:20 (£)(6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
5. Start Date:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:08:20 ®) ©) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
6. Ongoing?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:08:20 () 6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
Page 642 of 723
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Header Text: c4591001

Visit: POT_COVID ILL 1- Form: IMAGING - Audit Trall
Unscheduled Visit on Dec/16/2020

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Form Created
17:21:27 (0) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
Page 643 of 723
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Header Text: c4591001

Visit: POT_COVID ILL 1- Form: IMAGING - Audit Trail
Unscheduled Visit on Dec/16/2020

Form Version: 06-Jul-2020 21:53 Form Status:

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Form Created
17:23:21 (b) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
Page 644 of 723
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form Status. Data Complete

Form: IMAGING - eCRF Audit Trail History

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
17:21:27 (b) (6) Dec/17/2020
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:18:12 (b) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:05:42 ®) ©) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
2. Location of Assessment:
Date Location User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:21:27 (b) (6) CHEST
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-24-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:18:12 (b) ()
Page 645 of 723
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form Status. Data Complete

Form: IMAGING - eCRF Audit Trail History

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:05:42 ®) ©) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

17:21:27 (0) (6) X-RAY

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

17:18:12 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:05:42 (£)(6) Not Applicable

(UTC-05:00)

Eastern Time (US

& Canada)

4. Assessment:

Date Location User Value Reason
Page 646 of 723
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1131

Form Status. Data Complete

Form: IMAGING - eCRF Audit Trail History

Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-24-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
17:21:27 () (6) ABNORMAL
(UTC-05:00) If abnormal, specif
Eastern Time (US y findings:
& Canada)
Mild cardiomegal
y. Mild vascular ¢
ongestion and inte
r<titial edemaisq
uestioned. No foc
a lung consolidat
ion, pleural fluid
or pneumothorax.
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:18:12 (b) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:05:42 (®) (6) Not Applicable
(UTC-05:00)
Eastern Time (US
& Canada)
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/16/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form Status. Data Complete

Form: IMAGING - eCRF Audit Trail History

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

17:23:21 (b) (6) Dec/17/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Location of Assessment:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

17:23:21 (b) (6) HEAD

(UTC-05:00)

Eastern Time (US

& Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

17:23:21 (b) (6) CT SCAN

(UTC-05:00)

Eastern Time (US

& Canada)

4. Assessment:

Date L ocation | User | Value Reason
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/16/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Feb-24-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
17:23:21 (b) (6) ABNORMAL

(UTC-05:00) If abnormal, specify

Eastern Time (US findings:

& Canada)

No acute intracrani
al process.

Mild atrophy and ¢
hronic small vessel
ischemic changes.
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Dec/18/2020
Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-01-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 2: Deleted Query is

12:59:42 invalid or does

(UTC-05:00) not apply

Eastern Time (US

& Canada)

Mar-01-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 3: Deleted No other forms

12:59:27 triggered.

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-01-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 1: Deleted Query is

12:58:44 invalid or does

(UTC-05:00) not apply

Eastern Time (US

& Canada)

Feb-24-2021 ACVOPFEINFP6000 |autoquery | Query 3: Candidate | Erroneous

16:36:08 (autoquery) Visitis

(UTC-05:00) marked, but

Eastern Time (US date of visitis

& Canada) entered. Please
either untick
the erroneous
visit button if
visit occurred,
or mark any
forms
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Dec/18/2020
Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
containing data
within this
visit as Not
Done/Not
Applicable at
theform level.
Feb-24-2021 ACVOPFEINFP6000 |autoquery | Query 2: Candidate | Dateof Visitis
16:35:43 (autoquery) completed but
(UTC-05:00) Date of
Eastern Time (US Assessment in
& Canada) the Signs and
Symptoms
formis
missing.
Please review
and update as
appropriate.
Feb-24-2021 ACVOPFEINFP6000 |autoquery [ Query 1: Candidate | Dateof Visitis
16:35:43 (autoquery) completed but
(UTC-05:00) Date of
Eastern Time (US Collectionin
& Canada) both Nasa
Swab Self and
Nasal Swab
are missing.
Please review
and update as
appropriate.
Feb-24-2021 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
16:35:43 (b) (6) Dec/18/2020
(UTC-05:00)

Eastern Time (US
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Dec/18/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

& Canada)

2. Erroneous Visit

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:36:08 (b) (6) ERRONEOUS VISIT

(UTC-05:00)

Eastern Time (US

& Canada)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:35:43 (autocalc) | COVID_B

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

Header Text: c4591001

Visit: POT_COVID _CONVA 1 -
Unscheduled Visit on Jan/26/2021

Form Version: 22-Apr-2020 21:04

Form: DATE OF VISIT - ILLNESS CONVALESCENT -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
16:10:48 (b) (6) Jan/26/2021

(UTC-05:00)

Eastern Time (US

& Canada)

3. COVID-19 IllIness Vigit:

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:10:48 (b) (6) COVID Al

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/26/2021

Form Version: 22-Apr-2020 21:03

Site No: 1131

Subject No: 11311151

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Jan-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

16:11:09 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Jan-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

16:11:09 (autocalc) | SERUM

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Jan-27-2021 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

08:58:57 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate |'Sample

16:11:09 (autoquery) Collected? is

(UTC-05:00) Yes, however
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/26/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:11:09 (b) (6) YES

(UTC-05:00) Date of Collection

Eastern Time (US :

& Canada)

Jan/26/2021

5a

Date L ocation User Value Reason

Jan-27-2021 ACVOPFEINFP6000 |(b)(4).(b) (6) | Data Entry: Initial Entry

08:58:57 Sample D BROF9

(UTC-05:00) : =

Eastern Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Jan-27-2021 ACVOPFEINFP6000 |(b)(4).(b) (6) | Data Entry: Initial Entry

08:58:57 BROFOF

(UTC-05:00)

Eastern Time (US

& Canada)

5b
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Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/26/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1131

Subject No: 11311151

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Date Location User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b)(4). (®)(6) | Data Entry: Initial Entry
08:59:07 Samplel BS7XW

(UTC-05:00) D: 8

Eastern Time (US

& Canada)

5.b Sample ID

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
08:59:07 BS7XW8

(UTC-05:00)

Eastern Time (US

& Canada)

5.c

Date Location User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b)(4).(b) (6) | Data Entry: Initial Entry
08:59:15 Samplel BS7XW

(UTC-05:00) D: 9

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/26/2021

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

5.c Sample D

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b)(4).(b) (6) | Data Entry: Initial Entry
08:59:15 BS7XW9

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
15:18:26 ®© Nov/3/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:18:26 (autocalc) | VACCINATION

(UTC-05:00)

Eastern Time (US

& Canada)

3. Status:

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFPG000 | (b) (4, Data Entry: Initial Entry
15:18:26 () (6) COMPLETED

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form

Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Form Created

13:32:16 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02  Form Status:
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Form Created
11:55:44 )
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02  Form Status:

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Form Created

12:00:12 )

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

User

Value

Reason

Feb-11-2021
18:00:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Deleted

New
Information

Feb-11-2021
17:59:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFPG000

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

Form Undeleted

New
Information

Feb-10-2021
10:40:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Deleted

New
Information

Feb-10-2021
10:38:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Undeleted

New
Information

Feb-09-2021
16:31:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Deleted

New
Information

Feb-02-2021
12:04:36
(UTC-05:00)
Eastern Time (US

ACVOPFEINFP6000

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

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

& Canada)

*** Confidential***
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Header Text: c4591001

090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02  Form Status:
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Form Created
12:08:12 )
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02  Form Status:

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Form Created

17:05:39 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Category:

Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:32:16 (autocalc) | ADVERSE EVENT

(UTC-05:00)

Eastern Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:32:16 (autocalc) |1

(UTC-05:00)

Eastern Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Feb-13-2021 | ACVOPFEINFP6000 | Giselle Query 1: SAE escaated to CRA.
07:59:21 Castillo Closed
(UTC-05:00) (b) (4)
Eastern Time
(US&
Canada)
Feb-05-2021 | ACVOPFEINFP6000 | (b) (4), Query 1. | non was found
14:14:50 (b) (6) Answered
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time

(US&

Canada)

Feb-02-2021 | ACVOPFEINFP6000 |Giselle Query 1: | Per report, findings during

19:44:34 Cadtillo Reissued: | hospital stay suggest

(UTC-05:00) (b) (4) Opened additional/possible

Eastern Time Congestive heart

(Us& failure/diastolic

Canada) dysfunction. Pls advise if
there were additional
diagnosis made on
discharge. thanks

Jan-27-2021 | ACVOPFEINFP6000 | (b) (4), Query 1. | working on it to update

17:03:25 (b)46) Answered | soon

(UTC-05:00)

Eastern Time

(US&

Canada)

Jan-24-2021 | ACVOPFEINFP6000 |/ (b) (4), (b) Query 2: | Response satisfies query

21:07:11 (6) Closed

(UTC-05:00)

Eastern Time

(US&

Canada)

Jan-24-2021 | ACVOPFEINFP6000 | Giselle Query 1: | Response does not satisfy

10:33:56 Cadtillo Reissued: | query.

(UTC-05:00) (b) (4) Opened

Eastern Time

(US&

Canada)
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1131
Subject No: 11311151
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Jan-22-2021 | ACVOPFEINFP6000 | auto query Query 2: | New Information

13:06:22 (autoquery) Answered

(UTC-05:00)

Eastern Time

(US&

Canada)

Jan-22-2021 | ACVOPFEINFP6000 || (b) (4), DataEnt | New Information

13:06:22 i) ry:

(UTC-05:00) complete

Eastern Time heart bloc

(US& k

Canada)

Jan-21-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 2: SAE

03:36:41 6) Opened | RECON:AER#2020511089,

(UTC-05:00) the term in SDB was

Eastern Time updated to ‘complete heart

(Us& block’ while retained as

Canada) Bradycardiain AE CRF.
Please confirm correct term.
If safety update isrequired,
please submit a follow-up
form.

Jan-19-2021 | ACVOPFEINFPG000 | (b) (4), Query 1. | Thiswill be updated soon

14:19:25 (b) (6) Answered

(UTC-05:00)

Eastern Time

(US&

Canada)

Jan-14-2021 ACVOPFEINFP6000 |Giselle Query 1. | Thanksfor the response, no

18:21:14 Castillo Reissued: | updates have been noted.

(UTC-05:00) (b) (4) Opened
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Eastern Time

US&

Canada)

Jan-07-2021 | ACVOPFEINFP6000 | (b) (4), Query 1: | Thiswill be updated soon.

10:57:09 ® ©) Answered | Have many more AE's and

(UTC-05:00) medications to update

Eastern Time

(US&

Canada)

Jan-06-2021 ACVOPFEINFP6000 |Giselle Query 1. | Clinical_ Per report, the

18:31:12 Castillo Opened subject was hospitalized 2

(UTC-05:00) (b) (4) days. However, information

Eastern Time on hospital course,

(US& workup/lab results

Canada) (including Covid testing,
ECG) is not described.
Kindly provide information
in a FU report. Thank you.

Jan-05-2021 | ACVOPFEINFP6000 | (b) (4), DataEnt | Initia Entry

13:32:16 ) (6) ry:

(UTC-05:00) Bradycard

Eastern Time ia

(US&

Canada)

4. Start Date Time:

Date L ocation User Value Reason

Mar-11-2021 ACVOPFEINFPG000 | () (4), (b) (6) Query 1: Closed | Response satisfies

00:45:05 query

(UTC-05:00)

Eastern Time
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(US & Canada)

Mar-10-2021 ACVOPFEINFP6000 | auto query Query 1: Answere | New Information

14:07:56 (autoquery) |d

(UTC-05:00)

Eastern Time

(US & Canada)

Mar-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information

14:07:56 (b) (6) Dec/8/2020 UNK:

(UTC-05:00) UNK

Eastern Time

(US & Canada)

Mar-10-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened | SAE RECON:

06:56:10 ®) AER#2020511089

(UTC-05:00) ,onset date was

Eastern Time updated to

(US & Canada) 08Dec2020 in
Safety database
however, recorded
as 17Dec2020 on
AE CRF. Please
confirm correct
Onset Date. If
safety updateis
required, please
submit a
follow-up SAE
form.

Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

13:32:16 (i) Dec/17/2020 18:4

(UTC-05:00) 3

Eastern Time
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(US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:32:16 (b) (6) NO
(UTC-05:00) End Date Time:
Eastern Time (US
& Canada) Dec/19/2020 UN

K:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
13:32:16 (b) (6) 4
(UTC-05:00)
Eastern Time (US
& Canada)

7. 1 sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date

Location

User

Value

Reason

Jan-05-2021

ACVOPFEINFP6000

auto query

Query 1: Deleted

Close Auto
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20:51:57 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-05-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate | For AE

13:32:16 (autoquery) Bradycardia:

(UTC-05:00) Responseto "Is

Eastern Time (US the adverse

& Canada) event serious?”’
is'Yes but
" Serious
Adverse Event
Number" is
blank.

Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

13:32:16 (b) (6) YES

(UTC-05:00) Isthis serious even

Eastern Time (US t associated with ¢

& Canada) ongenital anomaly

or birth defect?
NO

Did this serious ev
ent result in death?

NO

Did this serious ev
ent require or prol
ong hospitalization
?
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YES

Did this serious ev
ent result in persist
ent or significant d
isability/incapacity
2

NO

Isthis serious even
t life threatening?

YES
Other medically i
mportant serious e

vent

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
Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:32:16 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
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Feb-02-2021 ACVOPFEINFP6000 | Giselle Query 1: Closed Thanks.

19:40:16 Cadtillo

(UTC-05:00) (b) (4)

Eastern Time (US

& Canada)

Jan-27-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | working on it

17:03:54 ) (6) to update soon

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-24-2021 ACVOPFEINFP6000 |Giselle Query 1: Reissued: | Response does

10:35:14 Cadtillo Opened not satisfy

(UTC-05:00) (b) (4) query.

Eastern Time (US

& Canada)

Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Thiswill be

14:19:50 (0):(6) updated soon

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-14-2021 ACVOPFEINFP6000 |Giselle Query 1: Reissued: | Thanksfor

18:28:59 Cadtillo Opened confirming.

(UTC-05:00) (b) (4) Please make

Eastern Time (US every effort

& Canada) possible to
obtain further
information
and respond to
the query once
additional
information is
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available.

Jan-07-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Thiswill be

11:04:08 [Dige) submitted

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-06-2021 ACVOPFEINFP6000 |Giselle Query 1. Opened Per report

18:39:34 Cadtillo submitted to

(UTC-05:00) (b) (4) safety,

Eastern Time (US "Medical

& Canada) history and
con meds
were not
reported”.
However,
there are
multiple items
recorded in
the MedHXx
page of this
CRF. Please
verify Mhx
and submit a
FU form so
additional
information is
added to SAE
report. Thanks

Jan-05-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

13:32:16 o) NOT RELATED

(UTC-05:00) If Not Related to st

Eastern Time (US udy treatment(s), t
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& Canada) his event is dueto:
OTHER
If Other, specify
A-V conducti
on block

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:32:16 Ny NOT APPLICABLE
(UTC-05:00)
Eastern Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:32:16 (b) (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFP6000 |(b) (6) Data Entry: Initial Entry
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13:32:16
(UTC-05:00)
Eastern Time (US
& Canada)

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

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

Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
13:32:16 () (6) RECOVERED/RES

(UTC-05:00) OLVED WITH SEQ

Eastern Time (US UELAE

& Canada)

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

Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:32:16 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFPG000 | ®@).(0)(©) | Data Entry: Initial Entry
20:51:57 2020511089

(UTC-05:00)

Eastern Time (US

& Canada)
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Back to Form

1. Category:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:55:44 (autocalc) | ADVERSE EVENT

(UTC-05:00)

Eastern Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:55:44 (autocalc) |2

(UTC-05:00)

Eastern Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
11:55:44 (®) (6) hypokalemia

(UTC-05:00)

Eastern Time (US

& Canada)

4. Start Date Time:
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Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:55:44 (b) (6) Dec/17/2020 UNK:U
(UTC-05:00) NK
Eastern Time (US
& Canada)
5. Isthe adverse event still ongoing?
Date Location User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:55:44 (b) (6) NO
(UTC-05:00) End Date Time:
Eastern Time (US
& Canada) Dec/18/2020 UN
K:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:55:44 (b) (6) 1
(UTC-05:00)
Eastern Time (US
& Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
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Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:55:44 () NO
(UTC-05:00)
Eastern Time (US
& Canada)
8. Isthis adverse event theresult of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date Location User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
11:55:44 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-25-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Closed Response
10:47:30 ®) satisfies query
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-25-2021 ACVOPFEINFP6000 |auto query Query 2: Answered | Changed
08:43:52 (autoquery) Information
(UTC-05:00)
Eastern Time (US
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& Canada)
Feb-25-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed
08:43:52 (b) (6) NOT RELATED | Information
(UTC-05:00) If Not Related to s
Eastern Time (US tudy treatment(s),
& Canada) thisevent isduet
o:
CONCOMITAN
T DRUG TREA
TMENT
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Opened clinical:
19:17:49 ©) advised by
(UTC-05:00) CRA that
Eastern Time (US causality was
& Canada) ConMed of
furosemide. If
thisis correct,
please update
CRF. Thanks
Feb-23-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed clinical: last
11:28:34 ®) query issued
(UTC-05:00) inerror
Eastern Time (US
& Canada)
Feb-18-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Reissued: | clinical:
17:09:55 ®) Opened Thanks, when
(UTC-05:00) discuss with
Eastern Time (US Pl, pls advise
& Canada) which
medication
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was involved.
Feb-18-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Confirming if
17:01:49 (b) (6) the correct
(UTC-05:00) option was
Eastern Time (US selected on
& Canada) our AE log
with the
physician.
Updates will
be made if
required.
Feb-12-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Reissued: | clinical: pls
14:02:45 ©) Opened advise if
(UTC-05:00) update
Eastern Time (US available.
& Canada) Thanks
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | waiting on site
16:33:16 ®) (6) physician to
(UTC-05:00) update
Eastern Time (US
& Canada)
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Reissued: | clinical: pls
11:49:15 ©) Opened advise if
(UTC-05:00) update
Eastern Time (US available.
& Canada) Thanks
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | waiting on site
14:12:39 i) physician to
(UTC-05:00) update
Eastern Time (US
& Canada)
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Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Feb-04-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened clinical: pls
09:57:08 ) advise what
(UTC-05:00) non-drug
Eastern Time (US treatment
& Canada) caused AE.
Thanks
Feb-02-2021 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
11:55:44 (b) (6) NOT RELATED
(UTC-05:00) If Not Relatedto s
Eastern Time (US tudy treatment(s),
& Canada) thisevent isduet
o:

CONCOMITAN

T NON-DRUG

TREATMENT
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
11:55:44 (b) (6) NOT APPLICABLE
(UTC-05:00)
Eastern Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:19:03 (b) (6) YES
(UTC-05:00)
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Eastern Time (US
& Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
11:55:44 (b) (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
11:55:44 (b) (6) RECOVERED/RES
(UTC-05:00) OLVED
Eastern Time (US
& Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:55:44 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Category:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:00:12 (autocalc) | ADVERSE EVENT

(UTC-05:00)

Eastern Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:00:12 (autocalc) |3

(UTC-05:00)

Eastern Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:00:12 (®) (6) symptomatic bradyca
(UTC-05:00) rdia

Eastern Time (US

& Canada)

4. Start Date Time:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Date L ocation User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
17:09:05 (b) (6) Dec/8/2020 UNK:U | Information
(UTC-05:00) NK
Eastern Time (US
& Canada)
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:00:12 (b) (6) Dec/6/2020 UNK:U
(UTC-05:00) NK
Eastern Time (US
& Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
12:00:12 (b) (6) NO
(UTC-05:00) End Date Time:
Eastern Time (US
& Canada) Dec/19/2020 UN
K:UNK

6. Toxicity Grade:
Date Location User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:00:12 (b) (6) 2
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:00:12 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

8. Isthis adverse event theresult of a study Medication Error?

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

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:00:12 e NO

(UTC-05:00)

Eastern Time (US

& Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:00:12 (Dy(6) NOT RELATED

(UTC-05:00) If Not Related to st

Eastern Time (US

udy treatment(s), thi
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
& Canada) sevent is dueto:
OTHER
If Other, specify:
complete heart
block
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:00:12 (b) (6) NOT APPLICABLE
(UTC-05:00)
Eastern Time (US
& Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:00:12 (e NO
(UTC-05:00)
Eastern Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Feb-02-2021 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
12:00:12 (b) (6) YES
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SiteNo: 1131

Form Version: 22-Apr-2020 21:02

Subject No: 11311151

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

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

*** Confidential***

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:00:12 (b) (6) RECOVERED/RES
(UTC-05:00) OLVED
Eastern Time (US
& Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:00:12 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

History

Form Status. Data Complete, Deleted

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:
Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription
16:34:03 (autocalc) Error
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:04:36 (autocalc) | ADVERSE EVENT
(UTC-05:00)
Eastern Time (US
& Canada)
2. AE ID:
Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription
16:34:03 (autocalc) Error
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:04:36 (autocalc) |4
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Deleted
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation

User

Value Reason

01:41:00
(UTC-05:00)
Eastern Time
(US & Canada)

Feb-12-2021 ACVOPFEINFP6000 | (b) (4),

(b) (6)

Query 2: Closed | datadeleted

18:00:13
(UTC-05:00)
Eastern Time
(US & Canada)

Feb-11-2021 ACVOPFEINFP6000 | (b) (4).

(b) (6)

Query 2: Answer | data deleted
ed

06:34:45
(UTC-05:00)
Eastern Time
(US & Canada)

Feb-11-2021 ACVOPFEINFP6000 || (b) (4),

(b) (6)

Query 2: Reissue | Please consider
d:Opened deleting the
logline if there
isno datato be
reported for this
line. To delete
the log entries,
gointheLog
Summary page
and select the
‘Delete’ option
at the bottom
left of the
screen and click

‘Apply’.

Feb-10-2021 ACVOPFEINFPS000 | (b) (6)

Query 2: Answer | crainstructed us
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131
Subject No: 11311151

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Deleted
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
*** THISREPEATING FORM HASBEEN DELETED ***

10:39:04 (b) (4), ed to delete

(UTC-05:00) (®) (6) information

Eastern Time

(US & Canada)

Feb-10-2021 ACVOPFEINFP6000 | () (4), (b) (6) Query 2: Reissue | DM: Not

06:44:21 d:Opened Applicableis

(UTC-05:00) not the valid

Eastern Time response. If this

(US & Canada) dataadded in
error then
consider to
deletethislog
lineor else
clarify. Thank
you.

Feb-09-2021 ACVOPFEINFPE000 |/ (b) (4), Query 1: Closed | CRA working

21:12:31 BN with site to

(UTC-05:00) remove entry

Eastern Time

(US & Canada)

Feb-09-2021 ACVOPFEINFP6000 | auto query Query 2: Answer | New

16:31:39 (autoquery) ed Information

(UTC-05:00)

Eastern Time

(US & Canada)

Feb-07-2021 ACVOPFEINFP6E000 |(b) (4), (b) (6) Query 2: Reissue | DM: Not

23:22:54 d:Opened Applicableis

(UTC-05:00) not the valid

Eastern Time response. If this

(US & Canada) dataadded in
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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, Deleted

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

error then
consider to
delete thislog
lineor else
clarify. Thank
you.

Feb-05-2021 ACVOPFEINFP6000 || (b) (4), Query 1: Answer | data updated

14:13:58 (0) (6) ed

(UTC-05:00)

Eastern Time

(US & Canada)

Feb-05-2021 ACVOPFEINFPE000 || (b) (4), Query 2: Answer | data updated

14:13:34 BN ed

(UTC-05:00)

Eastern Time

(US & Canada)

Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:13:10 (®) (6) Not Applicable

(UTC-05:00)

Eastern Time

(US & Canada)

Feb-04-2021 ACVOPFEINFPE000 | (b) (4), Query 1: Reissue | CLINQUERY2

09:35:03 ®) (6) d:Opened - Thank you for

(UTC-05:00) your response.

Eastern Time Please ensure

(US & Canada) al fieldsare
removed
accordingly.

Feb-04-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 2: Opened | DM: Please
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

History

Form Status: Data Complete, Deleted

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
*** THISREPEATING FORM HASBEEN DELETED ***

01:55:29 (b) (4), (b) (6) complete this

(UTC-05:00) item or else

Eastern Time clarify. Thank

(US & Canada) you.

Feb-03-2021 ACVOPFEINFP6000 | auto query Query 1: Answer | Transcription

16:34:03 (autoquery) ed Error

(UTC-05:00)

Eastern Time

(US & Canada)

Feb-03-2021 ACVOPFEINFPE000 || (b) (4), Data Entry: Transcription

16:34:03 (0)(6) Error

(UTC-05:00)

Eastern Time

(US & Canada)

Feb-03-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Opened | CLINQUERY -

12:10:12 (b) (6) COMPLETE

(UTC-05:00) HEART

Eastern Time BLOCK is

(US & Canada) reported twice
(AE1 & AE4).
Please remove
duplicate entry.

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:04:36 (0)(6) complete heart bl

(UTC-05:00) ock

Eastern Time

(US & Canada)

4. Start Date Time:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151
Generated By: = (b) (4)

History

Form Status: Data Complete, Deleted

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:36 (b) (6) Dec/17/2020 18:43
(UTC-05:00)
Eastern Time (US
& Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
12:04:36 (b) (6) NO
(UTC-05:00) End Date Time:
Eastern Time (US
& Canada) Dec/19/2020 UN
K:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:36 (b) (6) 4
(UTC-05:00)
Eastern Time (US
& Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
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Page 695 of 723

FDA-CBER-2021-5683-0936887




090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

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
Feb-03-2021 ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto
16:34:03 (autoquery) Query
(UTC-05:00)

Eastern Time (US

& Canada)

Feb-03-2021 ACVOPFEINFPE000 | (b) Query 2: Closed Response
05:43:10 (é;‘ )(’6 satisfies query
(UTC-05:00)

Eastern Time (US

& Canada)

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
12:17:34 (b) (6) YES Information
(UTC-05:00) Is this serious eve

Eastern Time (US nt associated with

& Canada) congenital anomal

y or birth defect?
NO

Did this serious ev

ent result in death
?

NO

Did this serious ev
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

ent require or prol
ong hospitalizatio
n?

YES

Did this serious ev
ent result in persis
tent or significant
disability/incapaci
ty?

NO

Isthis serious eve
nt life threatening

?
YES
Other medically i
mportant serious e
vent
YES
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Query 2: Answered | data updated
12:17:10 (b) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-02-2021 ACVOPFEINFP6000 | (b) (6) Data Entry: New

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

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

12:16:49
(UTC-05:00)
Eastern Time (US
& Canada)

(b) (4), YES Information
(b) (6) Isthis serious eve
nt associated with
congenital anomal
y or birth defect?

NO
Did this serious ev
ent result in death
?

NO
Did this serious ev
ent require or prol
ong hospitalizatio
n?

YES
Isthis serious eve

nt life threatening
?

YES
Other medically i
mportant serious e

vent

YES
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

12:15:42
(UTC-05:00)
Eastern Time (US
& Canada)

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New

e YES Information
Did this serious ev
ent require or prol
ong hospitalizatio
n?

YES

Isthis serious eve

nt life threatening
?

YES
Other medically i
mportant serious e

vent

YES

12:12:45
(UTC-05:00)
Eastern Time (US
& Canada)

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New

(b) (6) YES Information
Did this serious ev
ent require or prol
ong hospitalizatio
n?

YES

Isthis serious eve

nt life threatening
?
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Deleted
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

YES
Feb-02-2021 ACVOPFEINFP6000 |auto query Query 2: Opened Isthis adverse
12:04:36 (autoquery) event serious?
(UTC-05:00) is reported
Eastern Time (US 'Yes, but at
& Canada) least one
seriousness
criteriais
missing.
Please review
and update as
appropriate.
Feb-02-2021 ACVOPFEINFP6000 |auto query Query 1: Candidate | For AE
12:04:36 (autoquery) complete heart
(UTC-05:00) block:
Eastern Time (US Response to
& Canada) "Isthe adverse
event
serious?’ is
"Yes' but
" Serious
Adverse Event
Number" is
blank.
Feb-02-2021 ACVOPFEINFP6000 (' (b) (4), Data Entry: Initial Entry
12:04:36 (R YES
(UTC-05:00) Did this serious ev
Eastern Time (US ent require or prol
& Canada) ong hospitalizatio
n?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

History

Form Status: Data Complete, Deleted

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

YES

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:36 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:36 () (6) NOT RELATED
(UTC-05:00) If Not Related to st
Eastern Time (US udy treatment(s), th
& Canada) iIsevent isdueto:
OTHER
If Other, specify:
av conduction
block
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

History

Form Status: Data Complete, Deleted

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
*** THISREPEATING FORM HASBEEN DELETED ***
Feb-02-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
12:04:36 (b) (6) NOT APPLICABLE
(UTC-05:00)
Eastern Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:36 (b) (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:36 (b) (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
12:04:36 (b) (6) RECOVERED/RES
(UTC-05:00) OLVED

Eastern Time (US
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Deleted

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** THISREPEATING FORM HASBEEN DELETED ***

& Canada)

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

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:36 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
1. Category:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:08:12 (autocalc) | ADVERSE EVENT
(UTC-05:00)
Eastern Time (US
& Canada)
2.AEID:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:08:12 (autocalc) |5
(UTC-05:00)
Eastern Time (US
& Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:08:12 (b) (6) hypertensive urgency
(UTC-05:00)
Eastern Time (US
& Canada)
4. Start Date Time:
Page 704 of 723
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:08:12 (b) (6) Dec/17/2020 UNK:U
(UTC-05:00) NK
Eastern Time (US
& Canada)
5. Isthe adverse event still ongoing?
Date Location User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:08:12 (b) (6) NO
(UTC-05:00) End Date Time:
Eastern Time (US
& Canada) Dec/19/2020 UN
K:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:08:12 (b) (6) 2
(UTC-05:00)
Eastern Time (US
& Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:08:12 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

8. Isthis adverse event theresult of a study Medication Error?

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

Date Location User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
12:08:12 (e NO

(UTC-05:00)

Eastern Time (US

& Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Feb-18-2021 ACVOPFEINFPE000 |/(b) (4). (b) Query 1: Closed Response
17:07:27 (6) satisfies query
(UTC-05:00)

Eastern Time (US

& Canada)

Feb-18-2021 ACVOPFEINFP6000 | auto query Query 1: Answered | updated per
16:42:50 (autoquery) AE source.
(UTC-05:00)

Eastern Time (US
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
& Canada)
Feb-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: updated per
16:42:50 (b) (6) NOT RELATED | AE source.
(UTC-05:00) If Not Related to s
Eastern Time (US tudy treatment(s),
& Canada) thisevent isdueto
OTHER
If Other, specif
y:
Heart Block
Feb-12-2021 ACVOPFEINFPE000 |/ (b) (4). (b) Query 1: Reissued: | clinical: pls
14:03:54 (6) Opened advise if
(UTC-05:00) update
Eastern Time (US available.
& Canada) Thanks
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | waiting on site
16:34:07 (b) (6) physician to
(UTC-05:00) update
Eastern Time (US
& Canada)
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Reissued: | clinical: pls
11:50:20 (6) Opened advise if
(UTC-05:00) update
Eastern Time (US available.
& Canada) Thanks
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | thiswill be
17:24:12 (b) (6) updated soon
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

Feb-05-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Reissued: | clinical: pls

14:46:21 (6) Opened clarify. Heart

(UTC-05:00) block isnot a

Eastern Time (US non-drug

& Canada) treatment. If
heart block
was the
causality pls
enter as such.
Plsaso
explain how
heart block
was the cause
of
hypertensive
urgency.
Thanks

Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | heart block

14:02:40 (0) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-04-2021 ACVOPFEINFPE000 |/(b) (4). (b) Query 1: Opened clinica: pls

09:57:32 ©) advise what

(UTC-05:00) non-drug

Eastern Time (US treatment

& Canada) caused AE.
Thanks
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SiteNo: 1131

Form Version: 22-Apr-2020 21:02

Subject No: 11311151
Generated By: = (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:08:12 (0)6) NOT RELATED
(UTC-05:00) If Not Relatedto s
Eastern Time (US tudy treatment(s),
& Canada) thisevent isdueto
CONCOMITAN
T NON-DRUG
TREATMENT
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:08:12 (b) (6) NOT APPLICABLE
(UTC-05:00)
Eastern Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:08:12 e YES
(UTC-05:00)
Eastern Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:08:12 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason

Feb-02-2021 ACVOPFEINFP6000 |auto query Query 1: Clos | Close Auto Query

17:01:58 (autoquery) ed

(UTC-05:00)

Eastern Time

(US & Canada)

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: | New Information

17:01:58 (0) (6) RECOVERE

(UTC-05:00) D/RESOLVE

Eastern Time D

(US & Canada)

Feb-02-2021 ACVOPFEINFP6000 |auto query Query 1: Ope | For AE hypertensive

12:08:12 (autoquery) ned urgency: Responseto

(UTC-05:00) "What was the

Eastern Time outcome of this

(US & Canada) adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
IS present.

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: | Initial Entry

12:08:12 () (6) RECOVERIN

(UTC-05:00) G/RESOLVI

Eastern Time NG

(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

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

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
12:08:12 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Category:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:05:39 (autocalc) | ADVERSE EVENT

(UTC-05:00)

Eastern Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:05:39 (autocalc) |6

(UTC-05:00)

Eastern Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
17:05:39 (®) (6) mild cardiomegaly

(UTC-05:00)

Eastern Time (US

& Canada)

4. Start Date Time:

Page 712 of 723
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SiteNo: 1131

Form Version: 22-Apr-2020 21:02

Subject No: 11311151

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:05:39 (®) (6) Dec/17/2020 UNK:U

(UTC-05:00) NK

Eastern Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:05:39 (®) (6) YES

(UTC-05:00)

Eastern Time (US

& Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4). Data Entry: Initial Entry
17:05:39 (®) (6) 1

(UTC-05:00)

Eastern Time (US

& Canada)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1131

Subject No: 11311151
(b) (4)

Generated By:

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

prevent above outcomes).

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
17:05:39 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

8. Isthis adverse event the result of a study Medication Error?

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

Date Location User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:05:39 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
17:05:39 (b) (6) NOT RELATED

(UTC-05:00) If Not Related to st

Eastern Time (US udy treatment(s), th

& Canada) isevent is dueto:

CONCOMITANT
NON-DRUG TR
EATMENT
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SiteNo: 1131

Generated By:

Form Version: 22-Apr-2020 21:02

Subject No: 11311151
(b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
17:05:39 (b) (6) NOT APPLICABLE

(UTC-05:00)

Eastern Time (US

& Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
17:05:39 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:05:39 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:05:39 (b) (6) NOT RECOVERED/
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(UTC-05:00)
Eastern Time (US
& Canada)

(b) (4), (b) (6) | NOT RESOLVED

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

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:05:39 (£)(6) NO

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
13:23:05 (b) (6) Jan/18/2021

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Vigit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION -

Unscheduled

eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25  Form Status: Data Complete, Frozen

SiteNo: 1131
Subject No: 11311151
Generated By: = (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

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

Date Location User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
13:23:16 () 6) Participant iswilling
(UTC-05:00) to return for Vaccinat
Eastern Time (US ion3
& Canada) Participant is:

eligibleand NOT

confirmed to have

received only plac

ebo at Vaccinatio

nl/2
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SiteNo: 1131

Generated By:

Form Version: 22-Apr-2020 21:03

Subject No: 11311151
(b) (4)

Header Text: c4591001
Visit: Disposition - Unscheduled

History

Form: TREATMENT UNBLINDED - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
13:22:38 (b) (6) Jan/18/2021

(UTC-05:00)

Eastern Time (US

& Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:22:38 (b) (6) ASSESSELIGIBILI

(UTC-05:00) TY FOR ADDITIO

Eastern Time (US NAL VACCINATIO

& Canada) N
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Subject Status

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:18:26 (autocalc) | FOLLOW-UP

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:44.26 (autocalc) | ENROLLED/RANDO

(UTC-05:00) MIZED

Eastern Time (US

& Canada)

Sep-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
20:51:34 (autocalc) | SCREENED

(UTC-05:00)

Eastern Time (US

& Canada)

2. Subject Status Date

Date L ocation User Value Reason

Jan-05-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: C | Response satisfies query
20:52:47 (6) losed

(UTC-05:00)

Eastern Time

(US&

Canada)

Jan-05-2021 ACVOPFEINFP6000 |(b) (6) Query 1: A | This has been updated
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090177e196ae3ea8\Final\Final On: 01-Apr-2021 04:57 (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

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311151 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
13:32:51 (b) (4), nswered sorry for the delay
(UTC-05:00) ) (6)

Eastern Time

(US&

Canada)

Jan-02-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: O | SAE

05:33:07 Q) pened RECON:AER#2020511089
(UTC-05:00) bradycardia(onset
Eastern Time date:17Dec2020)was
(Us& reported as serious in
Canada) Safety database but

missing in AE CRF. Please
confirm and update CRF. If
safety update is required,
submit afollow-up SAE
Form.

Nov-03-2020 | ACVOPFEINFP6000 |autocalc Data Entr | Initial Entry
15:18:26 (autocalc) \'A

(UTC-05:00) Nov/3/202

Eastern Time 0

(US&

Canada)

Sep-09-2020 ACVOPFEINFP6000 |auto calc Data Entr | Initial Entry
10:44:26 (autocalc) \'A

(UTC-05:00) Sep/8/2020

Eastern Time

(US&

Canada)

Sep-08-2020 ACVOPFEINFP6000 |auto calc Data Entr | Initial Entry
20:51:34 (autocalc) A

(UTC-05:00) Sep/8/2020

Eastern Time
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Header Text: c4591001

Visit: Subject Status - Unscheduled ~ Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form Status: Data Complete, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

(US&
Canada)
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Header Text: c4591001

Vigit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1131

Subject No: 11311151

Generated By: = (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Status. Data Complete, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFP6000 | (b)(4), Data Entry: Initial Entry
10:38:54 () ©) Click Here to Enable

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***

Page 723 of 723

FDA-CBER-2021-5683-0936915






