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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: COHORT SELECTION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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.

*** Confidential***

1. | Select appropriate response - 24 JUL 2020
Protocol version
2. | Select appropriate response - STAGE 3 COHORTS
What cohort does the subject
belong to?
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Header Text: ¢4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Informed Consent

1. | Consent Was.

OBTAINED

Date Written Consent Obtained
Aug/21/2020

Page 2 of 503
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [11141075]
2. | Birth Date: (b) (6)/1980
3. [ Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racial Designation:
Page 3 of 503
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/21/2020
2. | Erroneous Visit
Page 4 of 503
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Site

Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:29

No: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Form Comments

Inclusion Criteria Not Met

*** Confidential***

1 || Descri ption of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria Met
2. || Descri ption of Exclusion Not Applicable
Criterion Met
Page 5 of 503
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Disposition - Screening

1. | Dateof Aug/21/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 503
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Header Text: c4591001
Visit: V1_DAY1 VAX1_L
Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Medical History Details

*** Confidential***

1a | Line/MH Number: [1]
Disease/Syndrome/Surgery [allergic to Intravenous iodine]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2006
Ongoing: YES

1b | Line/MH Number: [2]
Disease/Syndrome/Surgery [allergic to latex]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2000
Ongoing: YES

1.¢ || Line/MH Number: [3]
Disease/Syndrome/Surgery [alergic to scopolamine patch]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2019
Ongoing: YES

Ld || Line/MH Number: [4]
Disease/Syndrome/Surgery [myopia]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1993
Ongoing: YES
Page 7 of 503
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

le

Line/MH Number: [5]
Disease/Syndrome/Surgery [seasond alergies]
/Non-Drug Allergies/Drug
Allergies.
Start Date: Jun/UNK/2020
Ongoing: YES

L || Line/MH Number: [6]
Disease/Syndrome/Surgery [tineaversicolor]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1994
Ongoing: YES

1.9 || Line/MH Number: [7]
Disease/Syndrome/Surgery [hyperlipidemia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2019
Ongoing: YES

Lh 1] Line/MH Number: [8]
Disease/Syndrome/Surgery [water retention]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2020
Ongoing: YES

Li || Line/MH Number: [9]
Disease/Syndrome/Surgery [sleep apned]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2019
Ongoing: YES

Page 8 of 503
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*** Confidential***

Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Lj || Line/MH Number: [10]
Disease/Syndrome/Surgery [cholelithiasig]
/Non-Drug Allergies/Drug
Allergies.
Start Date: UNK/UNK/2017
Ongoing: NO
End Date;
UNK/UNK/2017
LK || Line/MH Number: [11]
Disease/ Syndrome/Surgery [appendicitis]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
UNK/UNK/2017
L] Line/MH Number: [12]
Disease/Syndrome/Surgery [fallopian tube defect]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2007
Ongoing: NO
End Date;
UNK/UNK/2007
1m || Line/MH Number: [13]
Disease/Syndrome/Surgery [neck pain]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2019
Ongoing: YES
Page 9 of 503
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1.n

Line/MH Number: [14]
Disease/Syndrome/Surgery [anxiety]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2000
Ongoing: YES
1.0 || Line/MH Number: [15]
Disease/Syndrome/Surgery [depression]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2019
Ongoing: YES
1P || Line/MH Number: [16]
Disease/Syndrome/Surgery [neck fusion]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2019
Ongoing: NO
End Date;
UNK/UNK/2019
1.9 || Line/MH Number: [17]
Disease/Syndrome/Surgery [hysterectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2007
Ongoing: NO
End Date:
UNK/UNK/2007
Page 10 of 503
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1r

Line/MH Number: [18]
Disease/Syndrome/Surgery [cholecystectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
UNK/UNK/2017
1s || Line/MH Number: [19]
Disease/ Syndrome/Surgery [appendectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
UNK/UNK/2017
Page 11 of 503
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Vital Signs
1. |Date Aug/21/2020
2. | Weight: [99.7]
3. | Unit: kg
4. | Height: [167.5]
5. | Unit: cm
6. [ Body Mass Index: [35.5]
Vital Signs Details
7a|| Record I dentifier: 1
Temperature: [36.7]
Unit: C
Temperature Location: ORAL CAVITY
Page 12 of 503
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*** Confidential***

Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Form Comments
eCRF Audit Trail History
Lab Urinalysis
1. |Lab Pand: Not Applicable Comments
2. | Lab Sub-Pand: Not Applicable Comments
3. [ Collection Date: Not Applicable Comments
1
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor ID: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done; Not Applicable Comments
Page 13 of 503
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/21/2020
2. | Randomization Number: [61498]
3. | Randomization Group: []
Page 14 of 503
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BPSFRB]
5b | sample D [BPSFRC]
5 || sampleID [BPSFRD]
5d || sample 1D [BPR79V]
5€ || sample D [BPR79W]
Page 15 of 503
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BPSFPK]
Page 16 of 503
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Vaccination

1. | Was there atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/21/2020 17:42

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: RIGHT

7. | Route: INTRAMUSCULAR

8. | Actua Dose: [

9. | Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed

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

Page 17 of 503
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT

Page 18 of 503
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Sep/10/2020
2. | Erroneous Visit
Page 19 of 503
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/10/2020
Vital Signs Details
2:a|| Record I dentifier: 1
Temperature: [36.7]
Unit: C
Temperature Location: ORAL CAVITY
Page 20 of 503
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*** Confidential***

Header Text: c4591001
Visit: V2_VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
eCRF Audit Trail History
Lab Urinalysis
1. | Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. [ Collection Date: Sep/10/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2/ sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 21 of 503
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Header Text: ¢4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/10/2020
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BPSGOB]
Page 22 of 503
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Header Text: c4591001

Visit: V2 VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Vaccination

1. | Was there atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Sep/10/2020 14:56

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: RIGHT

7. | Route: INTRAMUSCULAR

8. | Actua Dose: [

9. | Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed

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

Visit: V3_ MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/9/2020
2. | Erroneous Visit
Page 24 of 503
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Header Text: ¢4591001

Visit: V3_ MONTH1_POSTVAX2_ L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/9/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:

Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BPVPIG]
5b | sample D [BPR6TZ]
5 || sampleID [BPR6VO)]
Page 25 of 503
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/20/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit: COVID_A

Page 26 of 503
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 10-Oct-2020 16:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Oct/20/2020
2. | Date of First Symptom Started: Oct/18/2020
3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:

Dec/14/2020
Symptoms
4.8 || symptoms: FEVER
Was symptom present? YES

4b || symptoms:

NEW OR INCREASED COUGH

Was symptom present?

YES

4.c

Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES

4.d Symptoms: CHILLS
Was symptom present? NO

4.8 || symptoms:

NEW OR INCREASED MUSCLE PAIN

Was symptom present?

YES

4f Symptoms:

NEW LOSS OF TASTE OR SMELL

Was symptom present?

NO

49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
40| symptoms: DIARRHEA
Was symptom present? YES
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Header Text: c4591001

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

Visit on Oct/20/2020

Form Version: 10-Oct-2020 16:02
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

411 symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
sS4 Symptoms - Other Text: [Headache]
Sb Symptoms - Other Text: [CGhest-tightness)
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Header Text: ¢4591001
Visit: POT_COVID ILL 1

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

4 Date (?f C | Specimen Ty Sp.eumen Cplle Assay Code and Description Device Type Form Instan
ollection pe ction Location ce
1. |Nov/17/2 | SWABBED | NASOPHARY |SEVERE ACUTE RESPSYN | SARS-COV-2DI Repeating
020 MATERIAL | NX DROME CORONAVIRUS2 | AGNOSTIC TES Pages
T
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: MICROBIOLOGY SPECIMEN

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Nov/17/2020 Comments
2. | Specimen Type: SWABBED MATERIAL Comments
3. | Specimen Collection Location: NASOPHARY NX Comments
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 Comments
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments
6. | Trade Name: OTHER Comments
7. | Test Result: POSITIVE Comments
8. | Comments/Findings/Details: [] Comments
9. | Trade Name Other, Specify: [NALT Unknown] Comments
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

SELF
Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Form Comments

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no sample was collected or Not Applicable Comments

sample was not collected

according to protocol, please []

provide reason:
Aliquot
Please enter barcode for each aliquot.
S, Sample ID Not Applicable

[]
Page 31 of 503

FDA-CBER-2021-5683-0792442




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/20/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample 1D [BP5G32]
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Health Care Utilization

1a|| physician or Hedlthcare SPECIALIST
Professional:
Occurrence of Visits or NO
Contacts:
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or NO
Contacts:
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or YES
Contacts: Number of Visits or Contacts:
(1]
1.d1| physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or NO
Contacts:
1.e || physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or NO
Contacts:
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or NO
Contacts:
Health Care Utilization Other
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 10-Oct-2020 15:59
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

3. | Hasthe subject been hospitalized | NO
due to potential COVID-19
illness?
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# | Hospitalization Category

Hospitalization Term Admission Date | Ongoing Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Hospitalization Details

1

Hospitalization Category:

Hospitalization Term:

Admission Date:

Il

2
3.
4

Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Treatment |dentif | Con Non-Drug Treatments Pre-spe | Treatme | Treatme | Start Da
# . . Form Instance
ier cified nt nt te
1 Repeating
Pages
Page 37 of 503

FDA-CBER-2021-5683-0792448




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Respiratory Treatment

1

Wheat is the treatment Identifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

[]

Start Date:

I

oo M~ w

Ongoing?
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ILLNESSDETAILS
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

[lIness Details
1. | Category of Clinica Event: POTENTIAL COVID-19 ILLNESS
2. | Was a diagnosis obtained for YES
Potential COVID-19 IlIness? Respiratory Iliness Diagnosis:
[Covid-19]
Date of Diagnosis:
Nov/17/2020
3. | Toxicity Grade: 1
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Header Text: ¢4591001
Visit: POT_COVID ILL 1

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4 Category of Clinical Eve | Subcategory of Clinical Ev | Diagnosis Obtain | Toxicity Gra Form | nstance
nt: ent ed de
1 Repeating
Peges
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:

*** Confidential***

Page 41 of 503

FDA-CBER-2021-5683-0792452




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001
Visit: POT_COVID ILL 1

Form Version: 21-Aug-2020 02:49
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Category for L | Vendor N | Collection | Specimen Form Instanc
# ab Test ame Date: Type L.ab Result e
L Sponsor-Defined | | Tes | Resu Repedting
dentifier t | It Fages
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Header Text: c4591001

Visit on Oct/20/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Lab Chemistry Details

Lab Pandl:

Laboratory Name and Address

[]

Il

1
2
3. | Collection Date:
4
L

*** Confidential***

Specimen Type:
ab Result
5. .

Sponsor ID: [1

Test:

Result: [1

Not Done:

LNMT Low
[]
High
[]
Unit
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Header Text: ¢4591001

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# Lab Test

Category for | Vendor Name (D

ERIVED)

Collection | Specimen L ab Result Form Instanc
Date: Type e

Sponsor-Defined | Tes |Resu | | Repeating
I dentifier t | It Pages
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Header Text: c4591001

Visit on Oct/20/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Laboratory Data Hematology

Lab Pandl:

Laboratory Name and Address

[]

Il

1
2
3. | Collection Date:
4
L

*** Confidential***

Specimen Type:
ab Result
5. .

Sponsor ID: [1

Test:

Result: [1

Not Done:

LNMT Low
[]
High
[]
Unit
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Header Text: ¢4591001
Visit: POT_COVID ILL 1

Form: VITAL SIGNS- COVID

Form Version: 21-Aug-2020 02:50

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

# Date: Vital SignsDetails Form Instance
1. | Oct/20/2020 Record | dentifier: Systalic: Diastolic: Repeating Pages
124 82
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Oct/20/2020

Vital Signs Details

*** Confidential***

2.2 || Record Identifier: 1
Systolic: [124]
Diastalic: [82]
Respiratory Ratein [16]
respirations/minute:
Heart Rate in beatsminute: [74]
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR
Form Version: 21-Aug-2020 02:51

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# Date: Vital SignsDetails Form Instance
L Record Identifier: Oxygen Saturation Repesting Pages
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Header Text: c4591001

Visit on Oct/20/2020

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Visit: POT_COVID_ILL 1 - Unscheduled

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2, Record Identifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: ¢4591001
Visit: POT_COVID ILL 1

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Date Time of Assessmen | Arterial Blood Gases PaO | FiO2 (Fraction of Inhaled Oxygen
# i 5 ) Form Instance
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Oxygenation Parameters

1

Date Time of Assessment:

2.

Arteria Blood Gases PaO2
(mmHQ):

FiO2 (Fraction of Inhaled
Oxygen):

*** Confidential***
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:55

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Med | Start D | Form Instanc
dentifier dication Pre-specified ication ate e
1. Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Concomitant Medications

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.g.,
Ingredient(s), route, use,
formulation).

5. | Start Date: 1

6. | Ongoing?

*** Confidential***
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Header Text: ¢4591001
Visit: POT_COVID ILL 1

Form: IMAGING

Form Version: 06-Jul-2020 21:53

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

# | Date of Assessment

L ocation of Assessment | Imaging Method

Overall Assessment | Form Instance

1

Repeating Pages

Page 54 of 503

*** Confidential***
FDA-CBER-2021-5683-0792465




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit on Oct/20/2020

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:53

Visit: POT_COVID_ILL 1 - Unscheduled

Form: IMAGING

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Imaging

Date of Assessment:

I

Location of Assessment:

Type of Imaging Exam:

plw DR

Assessment:

*** Confidential***

Page 55 of 503

FDA-CBER-2021-5683-0792466




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/4/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit: COVID_B
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:29
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Jan/4/2021
2. | Date of First Symptom Started: Dec/28/2020
3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:

Feb/16/2021
Symptoms
4.8 || symptoms: FEVER
Was symptom present? YES

4b || symptoms:

NEW OR INCREASED COUGH

Was symptom present?

YES

4.c

Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES

4.d Symptoms: CHILLS
Was symptom present? NO

4.8 || symptoms:

NEW OR INCREASED MUSCLE PAIN

Was symptom present?

YES

4f Symptoms:

NEW LOSS OF TASTE OR SMELL

Was symptom present?

NO

49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
40| symptoms: DIARRHEA
Was symptom present? NO
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:29
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4i Symptoms:

VOMITING

Was symptom present?

NO

Symptoms - Other

5.2 || symptoms - Other Text:

[Nasal Congestion]
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Header Text: ¢4591001
Visit: POT_COVID ILL 2

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

4 Date (?f C | Specimen Ty Sp.eumen Cplle Assay Code and Description Device Type Form Instan
ollection pe ction Location ce
1. | Jan/5/202 | SWABBED | NASOPHARY | SEVERE ACUTE RESP SYN | SARS-COV-2 DI Repeating
1 MATERIAL | NX DROME CORONAVIRUS2 | AGNOSTIC TES Pages
T
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: MICROBIOLOGY SPECIMEN

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Jan/5/2021 Comments
2. | Specimen Type: SWABBED MATERIAL Comments
3. | Specimen Collection Location: NASOPHARY NX Comments
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 Comments
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments
6. | Trade Name: OTHER Comments
7. | Test Result: POSITIVE Comments
8. | Comments/Findings/Details: [Reactive A] Comments
9. | Trade Name Other, Specify: [NALT Unknown] Comments
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Jan/4/2021
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample 1D [CV26631]
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL _SWAB
3. | Sample Collected? NO

4. | If no sample was collected or [Telehealth visit]

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

Aliquot

Please enter barcode for each aliquot.

5 || sampleID [
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Health Care Utilization

1a|| physician or Hedlthcare SPECIALIST
Professional:
Occurrence of Visits or NO
Contacts:
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or YES
Contacts: Number of Visits or Contacts:
(1]
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or YES
Contacts: Number of Visits or Contacts:
(1]
1.d || 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:
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or NO
Contacts:
Health Care Utilization Other
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:26
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

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

YES

Has the subject been in intensive care due to potential COVID-19 illness?

NO
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Hospitalization Category Hosp|tal|;at|on Ter Admlsseon Dat Ongoing Form Instance
1. [HOSPITALIZATION STATUS [ HOSPITAL Jan/5/2021 NO Repeating Pages
Discharge Date
Jan/13/2021
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: HOSPITAL
3. | Admission Date: Jan/5/2021
4. | Ongoing? NO
Discharge Date:
Jan/13/2021
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SiteNo: 1114

Header Text: ¢4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:53

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

4 Treatmgnt I | Con Non-Drug 'Tr.eatm Treatment Treatment Start | Form Instan
dentifier ents Pre-specified Date ce
11 YES HIGH FLOW OXYG | HIGH FLOW OXYG |Jan/5/2 | Repeating
EN THERAPY EN THERAPY 021 Pages
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Respiratory Treatment

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

3. | Treatment: HIGH FLOW OXY GEN THERAPY Comments
4. | Treatment: [HIGH FLOW OXYGEN THERAPY] Comments
5. | Start Date: Jan/5/2021 Comments
6. | Ongoing? NO Comments

End Date:

Jan/11/2021
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ILLNESSDETAILS
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

[lIness Details
1. | Category of Clinica Event: POTENTIAL COVID-19 ILLNESS
2. | Was a diagnosis obtained for YES
Potential COVID-19 IlIness? Respiratory Iliness Diagnosis:
[Covid-19 pneumonia)
Date of Diagnosis:
Jan/7/2021
3. | Toxicity Grade: 1
Page 69 of 503

FDA-CBER-2021-5683-0792480




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID ILL 2
Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4 Category of Clinical Eve | Subcategory of Clinical Ev | Diagnosis Obtain | Toxicity Gra Form I nstance
nt: ent ed de
1. | Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001

Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Form: ILLNESS DETAILS - SEVERE

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

*** Confidential***

[lIness Details

1. | Category of Clinica Event: Not Done Comments

2. | Subcategory of Clinical Event: Not Done Comments

3. | Was adiagnosis obtained? Not Done Comments

4. | Toxicity Grade: Not Done Comments
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Header Text: ¢4591001
Visit: POT_COVID ILL 2

Form Version: 21-Aug-2020 02:49

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Collect | Speci
Category f : Form Insta
# or Lab Test Vendor Name ion Pat menT Lab Result nce
€ ype
1. | CLINICAL | Newton Medica Center |Jan/6/2 | BLOO Sponsor-De Repeating
CHEMIST | Laboratory 600 Medical | 021 D fined | dent Test: Res Pages
RY Center Dr. fier ult:
Newton Kansas 67114
329 C Reactive Pro | 54.
tein_PX329 8
30 AlanineAmin |59
otransferase P
X30
28 Aspartate Ami |64
notransferase
PX?28
35 Alkaline Phos |95
phatase PX35
21 Bilirubin_PX2 | 0.4
1
47 Blood UreaNi |16
trogen_PX47
48 Creatinine PX |.8
48
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Header Text: c4591001

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. | Lab Pandl:

CLINICAL CHEMISTRY

2. | Laboratory Name and Address

[Newton Medical Center Laboratory 600 Medical Center Dr.
Newton Kansas 67114]

*** Confidential***

3. | Collection Date: Jan/6/2021
4. | Specimen Type: BLOOD
Lab Result
54| | sponsor 1D: [329]
Test: C Reactive Protein_PX329
Result: [54.8]
Not Done;
LNMT Low
[0]
High
[9]
Unit
mg/L
5b Sponsor ID: [30]
Test: Alanine Aminotransferase PX30
Result: [59]
Not Done:
LNMT Low
[1]
High
[35]
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5:C || sponsor 1D:

[28]

Test: Aspartate Aminotransferase PX28
Result: [64]
Not Done:
LNMT Low
[14]
High
[36]
Unit
U/L
5d Sponsor |D: [35]
Test: Alkaline Phosphatase PX35
Result: [95]
Not Done:
LNMT Low
[38]
High
[126]
Unit
uU/L
5 || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.4]
Not Done:
LNMT Low
[-2]
High
[1.3]
Unit
mg/dL
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Header Text: c4591001

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

S5f Sponsor |D: [47]
Test: Blood Urea Nitrogen_PX47
Result: [16]
Not Done:
LNMT Low
[7]
High
[17]
Unit
mg/dL
5.9 || Sponsor ID: [48]
Test: Creatinine_PX48
Result: [.8]
Not Done;
LNMT Low
[.7]
High
[1.2]
Unit
mg/dL
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:51

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Category f Collecti | Specim
# | or Lab Tes Vendor Nam)e (DERIVED on Date | en Typ Lab Result Forr:clensta
t : e
1. |HEMATO | Newton Medical Center La | Jan/6/20 | BLOO Sponsor-Def Repeating
LOGY boratory 600 Medical Cent |21 D ined Identifi | Test: | RS Pages
er Dr. er ult:
Newton Kansas 67114

1 Hemoglob | 13.
in_PX1 9

2 Hematocri |42.
t PX2 4

3 Erythrocyt | 5.0
es PX3 7

5 Platelets | 239
PX5

7 Leukocyte ([ ]
s PX7

608 Neutrophil |4.5
s PX608

609 Eosinophil |0
s PX609

612 Monocyte |6
s PX612

610 Basophils |0
_PX610

611 Lymphocy (0.8
tes PX611
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Header Text: c4591001

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. | Lab Pandl:

HEMATOLOGY

2. | Laboratory Name and Address

[Newton Medical Center Laboratory 600 Medical Center Dr.
Newton Kansas 67114]

*** Confidential***

3. | Collection Date: Jan/6/2021
4. | Specimen Type: BLOOD
Lab Result
Sa|| sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [13.9]
Not Done;
LNMT Low
[12]
High
[16]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit PX2
Result: [42.4]
Not Done:
LNMT Low
[36]
High
[46]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5:C || sponsor 1D: [3]
Test: Erythrocytes PX3
Resullt: [5.07]
Not Done:
LNMT Low
[4]
High
[5.2]
Unit
fuL
5d Sponsor |D: [5]
Test: Platelets PX5
Result: [239]
Not Done:
LNMT Low
[130]
High
[400]
Unit
1076/cu mm
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 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING Hematology
Visit on Jan/04/2021
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5t || sponsor ID: [608]
Test: Neutrophils PX608
Resullt: [4.5]
Not Done:
LNMT Low
[1.9]
High
[7.7]
Unit
1076/cu mm
5.9 || Sponsor ID: [609]
Test: Eosinophils_PX609
Result: [Q]
Not Done:
LNMT Low
[0]
High
[4]
Unit
%
5h Sponsor ID: [612]
Test: Monocytes PX612
Result: [6]
Not Done:
LNMT Low
[0]
High
[9]
Unit
%
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Si Sponsor |D: [610]
Test: Basophils PX610
Result: [0]
Not Done:
LNMT Low
[0]
High
[2]
Unit
%
5] Sponsor |D: [611]
Test: Lymphocytes PX611
Result: [0.8]
Not Done;
LNMT Low
[1]
High
[4.8]
Unit
1076/cu mm
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Header Text: ¢4591001
Visit: POT_COVID ILL 2

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 21-Aug-2020 02:50

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Date: Vital Signs Details Form Instance
1| Jan/6/2021 Record | dentifier: Systalic: Diastolic: Repeating Pages
1 118 79
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:50
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Jan/6/2021

Vital Signs Details

2.2 || Record Identifier: 1
Systalic: [118]
Diastalic: [79]
Respiratory Ratein [19]
respirations/minute:
Heart Rate in beatsminute: [93]
Page 82 of 503

*** Confidential***
FDA-CBER-2021-5683-0792493




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001
Visit: POT_COVID ILL 2

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Date: Vital Signs Details Form Instance
1| Jan/5/2021 Record | dentifier: Oxygen Saturation Repeating Pages
1 86.0
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Jan/5/2021

Vital Signs Details

2.2 || Record Identifier: 1

SPO2 Pulse Oximetry % [86.0]
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Header Text: ¢4591001
Visit: POT_COVID ILL 2
Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Date Time of Assessmen

Arterial Blood Gases PaO

FiO2 (Fraction of Inhaled Oxygen

*** Confidential***

# i 5 ) Form Instance
1. | Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled Form: OXY GENATION PARAMETERS
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

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. | FO2 (Fraction of Inhaled Not Applicable Comments
Oxygen):
[]
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Header Text: ¢4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

4 Sponsor-Defined | Category for M | Concomitant Medications | Nameof Med | Start Dat | Form Instanc
I dentifier edication Pre-specified ication e e
1. | Not Applicable Not Applicable | Not Applicable Not Applicabl | Not Appli Repeating
e cable Pages
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant M edications

1. | What isthe medication identifier? | Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4. | Medication: Not Applicable Comments
Provide the complete generic []

drug name (including salt form,
where applicable). Where generic
name is unknown, enter the full
trade or proprietary name.
Include clarifying information in

the Medication text (e.g.,
Ingredient(s), route, use,
formulation).
5. | Start Date: Not Applicable Comments
Il
6. | Ongoing? Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: IMAGING

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Dateof | Location | Imagin

# | Assessm | of Assess | g Meth Overall Assessment For r:clensta
ent ment od
1. | Feb/5/20 | CHEST X-RAY | INDETERMINATE Repeating
21 Pages
2. | Feb/7/20 | CHEST CT SC |ABNORMAL Repeating
21 AN If abnormal, specify findings: Pages

Pulmonary findings consistent with COV1D-19 pneumonia o
f moderate severity. Developing bacterial superinfectionin th
e lower lobes cannot be excluded.

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: IMAGING

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Feb/5/2021 Comments
2. | Location of Assessment: CHEST Comments
3. | Type of Imaging Exam: X-RAY Comments
4. | Assessment: INDETERMINATE Comments
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
Site No: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: IMAGING

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Feb/7/2021

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: CT SCAN

4. | Assessment: ABNORMAL

If abnormal, specify findings:

[Pulmonary findings consistent with COVID-19 pneumonia of moderate
severity. Developing bacteria superinfection in the lower lobes cannot be
excluded.]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID _CONVA 1 -
Unscheduled Visit on Nov/23/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/23/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

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

Visit: POT_COVID _CONVA 1 -
Unscheduled Visit on Nov/23/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/23/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5.a
Sample ID [BPR6ZW]
5b | sample D [BPR6ZX]
5 || sampleID [BPVPLZ]
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Feb/05/2021

Form Version: 22-Apr-2020 21:04
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/5/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_B1
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Header Text: ¢4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Feb/05/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/5/2021
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BM3CKB]
5b | sample D [BM3CKC]
5 || sampleID [BPVPRX]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:04
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Unplanned Assessments

1. [ Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/9/2020
Compl etion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
Page 98 of 503
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Disposition - Follow-Up

1. | Date of
Completion/Discontinuation
/Degth :

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT SWAB - New Form: DATE OF VISIT - REPEAT SWAB
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1

Date of Visit

Il

2

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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Header Text: ¢4591001

Unscheduled Visit

Form Version: 10-Oct-2020 15:57
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visgit: Logs

Form Version: 22-Apr-2020 21:02

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

AE ldent | Adverse Eve Isthe Adverse Event St | Form Instanc
# Category . Start Date . i
ifier nt ill Ongoing e
1. DELETED | ADVERSEE |1 Covid-19 IlIn | Oct/18/2020 | YES Repeating
VENT essA 09:00 Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Covid-19 HHness A

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Oet18/202009:00
5. | Isthe adverse event still ongoing? | ¥ES

6. | Toxicity Grade: 1

7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

8. | Isthisadverse event theresult of | NO
astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Deleted, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

9. | Isthisevent related to study NOTRELATED
treatment: H-Not-Related-to-study-treatment(s)this-eventisdue to:
OFHER
[Miral nfection]
10. | Latest Action Taken with Study | NOT-ARRLICABLE
Treatment:
11. | Was a Concomitant Medication | ¥ES
given?
12. | Was aNon-Drug Treatment NO
given?
13. | What was the outcome of this NOT RECOVERED/NOT RESOLVED
adverse event?:
14. | Did the adverse event causethe | NO
subject to be discontinued from
the study?
15. | Serious Adverse Event Number: | []
For Pfizer Use Only
Page 104 of 503
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Vigit: Logs

Header Text:

c4591001

Form Version: 17-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4 Catego | Medication E | Start D | Isthemedication error Still | Study Medication Error | Form Instanc
ry rror ate Ongoing sAction e
1. Repeating
Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Medication Error

1. | Category:
2. | Medication Error (Type of [
Medication Error):
3. | Start Date: 1
4. | Isthe medication error still
ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication
given?
7. | Was aNon-Drug Treatment
given?
8. | Did the Medication Error cause
the subject to be discontinued
from the study?
9. | Wasthis medication error
associated with any adverse
events?
10. | Serious Adverse Event Number: | []

For Pfizer Use Only
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Header Text: c4591001
Vigit: Logs

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Med | Start D | Form Instanc
dentifier dication Pre-specified ication ate e
1 Repeating
Pages

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

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Concomitant Medications

1

Wheat is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Date:

I
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*** Confidential***

Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

“ Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Dose Des | Form Instan
ed | dentifier M edication tions Pre-specified edication | cription ce

1. DELETED Repeating
Pages

2. DELETED Repeating
Pages

3.DELETED Repeating
Pages

4. DELETED Repeating
Pages

5.DELETED Repeating
Pages

6. DELETED Repeating
Pages

7.DELETED Repeating
Pages

8. DELETED Repeating
Pages

9. DELETED Repeating
Pages

10. DELETED Repeating
Pages

11. DELETED Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
Form Comments

eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©| ™| N| o |G

Start Date:

I

Ongoing?
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Header Text: ¢4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Incomplete, Data Complete, Deleted, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Concomitant M edications

1. [ What isthe medication identifier? | [ ]

2. | Category: Comments

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).

Dose: []

Dose Unit:

Dose Frequency:

Route:

©|® | N| o |G

Start Date: I

10. | Ongoing?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant M edications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©| ™| N| oG

Start Date:

I

Ongoing?

Page 112 of 503

*** Confidential***
FDA-CBER-2021-5683-0792523




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Comments

Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Incomplete, Data Complete, Deleted, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
*** THISREPEATING FORM HASBEEN DELETED ***
Back to Form
eCRF Audit Trail History
Form Audit Trail
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.g.,
Ingredient(s), route, use,
formulation).
5. | Dose: [1
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: I
10. | Ongoing?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant M edications

1

What is the medication identifier?

2.

Category:

Comments

Concomitant Medications
Pre-specified:

Medication:

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©| ™| N| oG

Start Date:

I

Ongoing?

Page 114 of 503

*** Confidential***
FDA-CBER-2021-5683-0792525




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Comments

Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Incomplete, Data Complete, Deleted, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
*** THISREPEATING FORM HASBEEN DELETED ***
Back to Form
eCRF Audit Trail History
Form Audit Trail
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.g.,
Ingredient(s), route, use,
formulation).
5. | Dose: [1
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: I
10. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant M edications

1

What is the medication identifier?

2.

Category:

Comments

Concomitant Medications
Pre-specified:

Medication:

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©| ™| N| oG

Start Date:

I

Ongoing?
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Comments

Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Incomplete, Data Complete, Deleted, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
*** THISREPEATING FORM HASBEEN DELETED ***
Back to Form
eCRF Audit Trail History
Form Audit Trail
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.g.,
Ingredient(s), route, use,
formulation).
5. | Dose: [1
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: I
10. | Ongoing?

*** Confidential***

Page 117 of 503

FDA-CBER-2021-5683-0792528




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant M edications

1

What is the medication identifier?

2.

Category:

Comments

Concomitant Medications
Pre-specified:

Medication:

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©| ™| N| oG

Start Date:

I

Ongoing?
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Comments

Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Incomplete, Data Complete, Deleted, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
*** THISREPEATING FORM HASBEEN DELETED ***
Back to Form
eCRF Audit Trail History
Form Audit Trail
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.g.,
Ingredient(s), route, use,
formulation).
5. | Dose: [1
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: I
10. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant M edications

1

What is the medication identifier?

2.

Category:

Comments

Concomitant Medications
Pre-specified:

Medication:

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©| ™| N| oG

Start Date:

I

Ongoing?
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Vigit: Logs

Header Text: ¢4591001

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Categor | Treatment Identifi | Con Non-Drug Treatments Pre-spec | Treatme | Start Dat
# - Form Instance
y er ified nt e
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Radiation Treatment

1. | Category:

2. | What is the treatment |dentifier?

3. | Concomitant Non-drug Treatment

Pre-specified:

4. | Treatment:

[]

5. | Start Date:

I/

6. | Ongoing?
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

# 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: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

I
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Header Text: c4591001

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: ¢4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record I dentifier:

Temperature:

[]

Unit:

Temperature Location:
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Header Text: c4591001

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

Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Lab Urinalysis

1. | Lab Panel:

2. | Lab Sub-Pandl:

3. | Collection Date: 1

4. | Laboratory Name and Address [
(Derived)

5. | Specimen Type:

Lab Result

6. Sponsor I1D: [
Test:
Result:
Not Done:
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Header Text: ¢4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 10-Dec-2020 02:26
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

©W|® | N|o ||~ w DN

Unit:

=
©

Timeframe Subject Was
Observed

[EEN
=

Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: ¢4591001

Form Version: 10-Oct-2020 15:57
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Visit: Unplanned Vaccination - Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: ¢4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 10-Oct-2020 16:01
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Jan/28/2021

2. | Erroneous Visit

*** Confidential***
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Header Text: ¢4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant is willing to return for Vaccination 3
Participant is:
eligible per local/national recommendations and confirmed to have
received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Treatment Unblinded

1.

Date Treatment Unblinded :

Feb/1/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

Visgit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

I
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Header Text: c4591001

Visgit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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: V101 VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION
Form Status: Not Started

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Informed Consent - Further Vaccination

1. | Consent Was.

Page 137 of 503

*** Confidential***

FDA-CBER-2021-5683-0792548




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Inclusion Criteria Not M et

11| Descri ption of Inclusion

Criterion Not Met

Exclusion Criteria M et

2. || Descri ption of Exclusion

Criterion Met
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Header Text: ¢4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Status: Not Started

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Disposition - Screening for Further Vaccination

1. | Dateof
Completion/Discontinuation
/Degth :

Il

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status. Data Complete, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/9/2020
Page 140 of 503

*** Confidential***
FDA-CBER-2021-5683-0792551




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visgit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status. Data Complete, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Hereto Enable
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Header Text: ¢4591001

Visit: Investigator Signature - Unscheduled  Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status. Data Complete, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Audit Trail

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
Meaning

Page 142 of 503

*** Confidential***
FDA-CBER-2021-5683-0792553




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

Form | Aug-22-2020 12:19:31 (UTC-06:00) Central |(b) (4), (b) (6) | Not Applicable

Time (US & Canada)
Not Applicable
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Header Text: c4591001

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

Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

Form | Aug-22-2020 12:33:50 (UTC-06:00) Central |(b) (4), (b) (6) | Not Applicable, subject surgically sterile

Time (US & Canada)
Not Applicable

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

1

Aug-22-2020 12:33:50 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable, subject surgically sterile

Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

2

Aug-22-2020 12:33:50 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable, subject surgically sterile

Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

3

Aug-22-2020 12:33:50 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable, subject surgically sterile

Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

4

Aug-22-2020 12:33:50 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable, subject surgically sterile

Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5

Aug-22-2020 12:33:50 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable, subject surgically sterile

Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

6.a

Aug-22-2020 12:33:50 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable, subject surgically sterile

Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

6.a

Aug-22-2020 12:33:50 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable, subject surgically sterile

Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

6.a

Aug-22-2020 12:33:50 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable, subject surgically sterile

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

Form | Nov-24-2020 14:03:19 (UTC-06:00) Centra |(b) (4), (b)
Time (US & Canada) (6)

Form | Oct-26-2020 08:23:46 (UTC-06:00) Central | (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Form | Oct-26-2020 08:23:32 (UTC-06:00) Central | (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Nov-24-2020 14:03:19 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
1 Oct-26-2020 08:23:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Time (US & Canada)

(6)

Item | Date User Comment
2 Nov-24-2020 14:03:19 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Oct-26-2020 08:23:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Nov-24-2020 14:03:19 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
3 Oct-26-2020 08:23:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable

Time (US & Canada)

(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Time (US & Canada)

(6)

Item | Date User Comment
4 Nov-24-2020 14:03:19 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
4 Oct-26-2020 08:23:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5 Nov-24-2020 14:03:19 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
5 Oct-26-2020 08:23:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable

Time (US & Canada)

(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Time (US & Canada)

(6)

Item | Date User Comment
6 Nov-24-2020 14:03:19 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
6 Oct-26-2020 08:23:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
7 Nov-24-2020 14:03:19 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
7 Oct-26-2020 08:23:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Time (US & Canada)

(6)

Item | Date User Comment
8 Nov-24-2020 14:03:19 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
8 Oct-26-2020 08:23:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
9 Nov-24-2020 14:03:19 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
9 Oct-26-2020 08:23:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable

Time (US & Canada)

(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Oct-26-2020 08:24:13 (UTC-06:00) Centra | (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Oct-26-2020 08:24:13 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID ILL 1

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Oct-26-2020 08:24:13 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Oct-26-2020 08:24:13 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID ILL 1

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Oct-26-2020 08:24:13 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable

Page 167 of 503

*** Confidential***

FDA-CBER-2021-5683-0792578




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Feb-08-2021 15:39:48 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
Form | Jan-06-2021 08:23:22 (UTC-06:00) Central | (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1 Feb-08-2021 15:39:48 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
1 Jan-06-2021 08:23:22 (UTC-06:00) Centra (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Feb-08-2021 15:39:48 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Jan-06-2021 08:23:22 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Feb-08-2021 15:39:48 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
3 Jan-06-2021 08:23:22 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Feb-08-2021 15:39:48 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
4 Jan-06-2021 08:23:22 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5 Feb-08-2021 15:39:48 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
5 Jan-06-2021 08:23:22 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
6 Feb-08-2021 15:39:48 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
6 Jan-06-2021 08:23:22 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
7 Feb-08-2021 15:39:48 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
7 Jan-06-2021 08:23:22 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
8 Feb-08-2021 15:39:48 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
8 Jan-06-2021 08:23:22 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done

Page 176 of 503

*** Confidential***
FDA-CBER-2021-5683-0792587




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
9 Feb-08-2021 15:39:48 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
9 Jan-06-2021 08:23:22 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen
Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Feb-10-2021 08:29:59 (UTC-06:00) Central |(b) (4), (b)
Time (US & Canada) (6)
Form | Feb-08-2021 09:48:41 (UTC-06:00) Central | (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
Form | Feb-08-2021 09:48:27 (UTC-06:00) Central | (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Feb-10-2021 08:29:59 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
1 Feb-08-2021 09:48:41 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
1 Feb-08-2021 09:48:27 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Feb-10-2021 08:29:59 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-08-2021 09:48:41 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
2 Feb-08-2021 09:48:27 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Feb-10-2021 08:29:59 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
3 Feb-08-2021 09:48:41 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
3 Feb-08-2021 09:48:27 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done

Page 181 of 503

*** Confidential***

FDA-CBER-2021-5683-0792592




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Feb-10-2021 08:29:59 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
4 Feb-08-2021 09:48:41 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
4 Feb-08-2021 09:48:27 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5 Feb-10-2021 08:29:59 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
5 Feb-08-2021 09:48:41 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
5 Feb-08-2021 09:48:27 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
6 Feb-10-2021 08:29:59 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
6 Feb-08-2021 09:48:41 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
6 Feb-08-2021 09:48:27 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Feb-18-2021 08:19:09 (UTC-06:00) Central | (b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
Form | Feb-16-2021 08:23:02 (UTC-06:00) Central | (b) (4), (b)
Time (US & Canada) (6)
Form | Feb-11-2021 14:28:48 (UTC-06:00) Centra |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Feb-18-2021 08:19:09 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
1 Feb-16-2021 08:23:02 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
1 Feb-11-2021 14:28:48 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Feb-18-2021 08:19:09 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
2 Feb-16-2021 08:23:02 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-11-2021 14:28:48 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
2 Feb-10-2021 08:28:57 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-08-2021 16:35:53 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Feb-18-2021 08:19:09 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
3 Feb-16-2021 08:23:02 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
3 Feb-11-2021 14:28:48 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
4 Feb-18-2021 08:19:09 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Not Done
4 Feb-16-2021 08:23:02 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
4 Feb-11-2021 14:28:48 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Feb-08-2021 09:51:06 (UTC-06:00) Central | (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Feb-08-2021 09:51:06 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Feb-08-2021 09:51:06 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable

Page 192 of 503

*** Confidential***
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
3 Feb-08-2021 09:51:06 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Feb-08-2021 09:51:36 (UTC-06:00) Central | (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Feb-08-2021 09:51:36 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Feb-08-2021 09:51:36 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Feb-08-2021 09:51:36 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Feb-08-2021 09:51:36 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5 Feb-08-2021 09:51:36 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
6 Feb-08-2021 09:51:36 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Feb-09-2021 14:23:06 (UTC-06:00) Central | (b) (4), (b)
Time (US & Canada) (6)
Form | Feb-08-2021 09:52:03 (UTC-06:00) Central | (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Feb-09-2021 14:23:06 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
1 Feb-08-2021 09:52:03 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
2 Feb-09-2021 14:23:06 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-08-2021 09:52:03 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Feb-09-2021 14:23:06 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
3 Feb-08-2021 09:52:03 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Feb-09-2021 14:23:06 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
4 Feb-08-2021 09:52:03 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED -
Comments

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

SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

Form | Feb-26-2021 16:20:10 (UTC-06:00) Central | (b) (4), (b) (6) | Medication given during COVID treatment
Time (US & Canada) and recorded

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED -

Comments

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

[tem

Date

User

Comment

Form

Feb-26-2021 16:21:08 (UTC-06:00) Central | (b) (4), (b) (6)

Time (US & Canada)

Medication given during COVID treatment
and recorded

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED -

Comments

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Mar-04-2021 08:24:22 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-11-2021 14:38:13 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable

Page 208 of 503

*** Confidential***
FDA-CBER-2021-5683-0792619




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED -

Comments

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Mar-04-2021 08:37:27 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-11-2021 14:41:51 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED -

Comments

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Mar-04-2021 08:39:57 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-11-2021 15:10:43 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001
Visit: Logs - Unscheduled

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED -

Comments

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Mar-04-2021 08:44:37 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-11-2021 15:12:28 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED -

Comments

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Mar-04-2021 08:46:46 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-11-2021 15:13:38 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001
Visit: Logs - Unscheduled

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED -

Comments

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Mar-04-2021 08:53:55 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-11-2021 15:35:12 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED -

Comments

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Mar-04-2021 08:57:49 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-11-2021 15:36:43 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable

Page 214 of 503

*** Confidential***
FDA-CBER-2021-5683-0792625




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED -

Comments

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Mar-04-2021 09:00:20 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-11-2021 17:19:58 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED -

Comments

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Mar-04-2021 09:02:06 (UTC-06:00) Central  |(b) (4), (b)
Time (US & Canada) (6)
2 Feb-11-2021 17:20:53 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Not Applicable
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Header Text: c4591001
Vigit: Investigator Signature - Unscheduled ~ Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

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

e CRF _Sign
e CRF_Sign_1
Name Signature Date Type Action
M eaning
(b) (6) N/A Jan-28-2021 10:23:40 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Richard Approved Jan-25-2021 11:44:57 (UTC-06:00) Central | BOOK Signed
Glover Time (US & Canada)
Affidavit:

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

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

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

(b) (6) N/A Dec-04-2020 14:45:27 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Richard Approved Dec-02-2020 13:41:50 (UTC-06:00) Central | BOOK Signed

Glover Time (US & Canada)
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Vigit: Investigator Signature - Unscheduled ~ Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Affidavit:

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

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

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

(b) (6) N/A Nov-24-2020 08:27:02 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Richard Approved Oct-26-2020 17:21:03 (UTC-06:00) Central | BOOK Signed
Glover Time (US & Canada)
Affidavit:

By my dated signature below, |, RichardGlover, 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
eectronic signature is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Oct-26-2020 08:21:40 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Richard Approved Oct-23-2020 10:08:49 (UTC-06:00) Central | BOOK Signed

Glover Time (US & Canada)
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Header Text: c4591001
Vigit: Investigator Signature - Unscheduled ~ Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Affidavit:

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

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

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

(b) (6) N/A Oct-21-2020 16:12:45 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Richard Approved Oct-21-2020 14:37:02 (UTC-06:00) Central | BOOK Signed
Glover Time (US & Canada)
Affidavit:

By my dated signature below, |, RichardGlover, 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
eectronic signature is to be the legally binding equivalent of my handwritten signature.

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

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 30-Jul-2020 21.:29 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-22-2020 12:18:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 24 JUL 2020

Time (US & Canada)

(b) (6)

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

Date L ocation User Value Reason
Aug-22-2020 12:18:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), STAGE 3 COHORTS

Time (US & Canada)

(b) (6)
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SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Consent Was.
Date L ocation User Value Reason
Aug-22-2020 12:18:33 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), OBTAINED
Time (US & Canada) (b) (6) Date Written Consent Obtai
ned
Aug/21/2020

*** Confidential***
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Header Text: ¢4591001

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Subject ID
Date L ocation User Value Reason
Aug-22-2020 12:18:03 | ACVOPFEINFP6000 |[autocalc |DataEntry: Item copied from
(UTC-06:00) Central (autocalc) | 11141075 previous form
Time (US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Aug-22-2020 12:17:59 | ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-06:00) Centra (autocalc) |(b) (6)/1980
Time (US & Canada)
3. Sex:
Date L ocation User Value Reason
Aug-22-2020 12:18:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), FEMALE
Time (US & Canada) (b) (6)
4. Ethnicity:
Date L ocation User Value Reason
Aug-22-2020 12:18:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd 4), NOT HISPANIC OR LATIN
Time (US & Canada) (b) (6) O(A) OR OF SPANISH ORI

GIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Aug-22-2020 12:18:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), WHITE
Time (US & Canada) (b) (6)
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SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Time (US & Canada)

(b) (6)

Date L ocation User Value Reason
Aug-22-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Aug/21/2020
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Header Text: ¢4591001

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-22-2020 12:20:04 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), Aug/21/2020

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

2. Phase of Disposition:

Date Location User Value Reason
Aug-22-2020 12:20:04 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | SCREENING

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Aug-22-2020 12:20:04 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), COMPLETED

Time (US & Canada) (b) (6)
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Header Text: ¢4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

la
Date L ocation User Value Reason
Aug-22-2020 12:22:31 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Nu 1
Time (US & Canada) mber:

Medical Hist allergic to Intrav

ory Term: enousiodine

Start Date:.  UNK/UNK/200

6

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:22:31 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:22:31 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), alergic to Intravenous iodine
Time (US & Canada) (b) (6)
1l.a Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:22:31 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), UNK/UNK/2006
Time (US & Canada) (b) (6)
1.a Ongoing:
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: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Aug-22-2020 12:22:31 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), YES
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Aug-22-2020 12:22:54 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numbe 2
Time (US & Canada) re

Medical History allergictola

Term: tex

Start Date: UNK/UNK/

2000
Ongoing: YES
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Header Text: c4591001

Subject No: 11141075
Generated By: (b) (4)

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: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.b Line/MH Number:

Date L ocation User Value Reason
Aug-22-2020 12:22:54 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 2

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-22-2020 12:22:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), alergic to latex
Time (US & Canada) (b) (6)
1.b Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:22:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd 4), UNK/UNK/2000
Time (US & Canada) (b) (6)
1.b Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:22:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES
Time (US & Canada) (b) (6)
1.c
Date Location User Value Reason
Aug-22-2020 12:23:22 | ACVOPFEINFP6000 |auto calc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | Line/MH Nu 3
Time (US & Canada) mber:

Medical Hist allergic to scopo

ory Term: lamine patch

Start Date:  UNK/UNK/201

9
Ongoing: YES
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Header Text: c4591001

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.cLine/MH Number:

Date L ocation User Value Reason
Aug-22-2020 12:23:22 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |3

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-22-2020 12:23:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), allergic to scopolamine patch

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

1.c Start Date:

Date L ocation User Value Reason
Aug-22-2020 12:23:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd 4), UNK/UNK/2019

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

1.c Ongoing:

Date L ocation User Value Reason
Aug-22-2020 12:23:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES

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

1d

Date L ocation User Value Reason
Aug-22-2020 12:23:40 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centrad (autocalc) | Line/MH Numbe 4

Time (US & Canada)

r:

Medical History myopia

Term:

Start Date: UNK/UNK/
1993

Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.d Line/MH Number:

Date L ocation User Value Reason
Aug-22-2020 12:23:40 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |4

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-22-2020 12:23:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), myopia

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

1.d Start Date:

Date L ocation User Value Reason
Aug-22-2020 12:23:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), UNK/UNK/1993

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

1.d Ongoing:

Date L ocation User Value Reason
Aug-22-2020 12:23:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra @), YES

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

le

Date L ocation User Value Reason
Aug-22-2020 12:24:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalC) | Ling/MH Numbe5
r:
Medical History seasona alle

Term: rgies

Start Date: Jun/UNK/20
20

Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

l.eLine/MH Number:

Date L ocation User Value Reason
Aug-22-2020 12:24:02 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |5

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-22-2020 12:24:02 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), seasonal allergies

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

1.e Start Date:

Date L ocation User Value Reason
Aug-22-2020 12:24:02 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Jun/UNK/2020

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

1.e Ongoing:

Date L ocation User Value Reason
Aug-22-2020 12:24:02 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra @), YES

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

1f

Date L ocation User Value Reason
Aug-22-2020 12:24:24 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | Line/MH Numbe 6
r:
Medical History tineaversico

Term: lor

Start Date: UNK/UNK/
1994

Ongoing: YES
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Header Text: c4591001

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.f Line/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:24:24 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |6
Time (US & Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:24:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), tinea versicolor
Time (US & Canada) (b) (6)
1.f Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:24:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd 4), UNK/UNK/1994
Time (US & Canada) (b) (6)
1.f Ongoaing:
Date L ocation User Value Reason
Aug-22-2020 12:24:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES
Time (US & Canada) (b) (6)
19
Date L ocation User Value Reason
Aug-22-2020 12:24:46 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | Line/MH Numbe 7
Time (US & Canada) re

Medical History hyperlipide

Term: mia

Start Date: UNK/UNK/

2019
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.gLine/MH Number:

Date L ocation User Value Reason
Aug-22-2020 12:24:46 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 7

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-22-2020 12:24:46 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), hyperlipidemia

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

1.g Start Date:

Date L ocation User Value Reason
Aug-22-2020 12:24:46 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd 4), UNK/UNK/2019

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

1.g Ongoing:

Date L ocation User Value Reason
Aug-22-2020 12:24:46 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES

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

1h

Date Location User Value Reason
Aug-22-2020 12:26:55 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | Line/MH Numbe 8
r:
Medical History water retent

Term: ion

Start Date: Jan/UNK/2
020

Ongoing: YES
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Header Text: c4591001

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.h Line/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:26:55 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |8
Time (US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:26:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), water retention
Time (US & Canada) (b) (6)
1.h Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:26:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd 4), Jan/UNK/2020
Time (US & Canada) (b) (6)
1.h Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:26:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES
Time (US & Canada) (b) (6)
Li
Date L ocation User Value Reason
Aug-22-2020 12:27:11 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | Line/MH Numbe 9
Time (US & Canada) re

Medical History sleep apnea

Term:

Start Date: UNK/UNK/

2019
Ongoing: YES
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Header Text: c4591001

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.i Line/MH Number:

Date L ocation User Value Reason
Aug-22-2020 12:27:11 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |9
Time (US & Canada)
1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:27:11 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), sleep apnea
Time (US & Canada) (b) (6)
1.i Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:27:11 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), UNK/UNK/2019
Time (US & Canada) (b) (6)
1.i Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:27:11 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra @), YES
Time (US & Canada) (b) (6)
1]
Date L ocation User Value Reason
Aug-22-2020 12:27:50 [ ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | Line/MH Num 10
Time (US & Canada) ber:

Medical Histor cholélithiasis

y Term:

Start Date: UNK/UNK/20

17
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Ongoing: NO
End Date:

UNK/UNK

12017
1.j Line/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:27:50 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 10
Time (US & Canada)

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

Date L ocation User Value Reason
Aug-22-2020 12:27:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), cholelithiasis
Time (US & Canada) (b) (6)
1,j Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:27:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), UNK/UNK/2017
Time (US & Canada) (b) (6)
1.j Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:27:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), NO
Time (US & Canada) (b) (6) End Date:

UNK/UNK/2017
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1k
Date L ocation User Value Reason
Aug-22-2020 12:28:10 [ ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | LingMH Num 11
Time (US & Canada) ber:
Medical Histor appendicitis
y Term:
Start Date: UNK/UNK/20
17
Ongoing: NO
End Date:
UNK/UNK
12017
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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: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
1k Line/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:28:10 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 11
Time (US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:28:10 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), appendicitis
Time (US & Canada) (b) (6)
1.k Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:28:10 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad 4), UNK/UNK/2017
Time (US & Canada) (b) (6)
1.k Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:28:10 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2017

1l
Date L ocation User Value Reason
Aug-22-2020 12:28:48 [ ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | Line/MH Num 12
Time (US & Canada) ber:

Medical Histor fallopian tube

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Start Date: UNK/UNK/20
07
Ongoing: NO
End Date:
UNK/UNK
/2007
1.I Line/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:28:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central (autocalc) |12
Time (US & Canada)
1.| Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:28:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), fallopian tube defect
Time (US & Canada) (b) (6)
1. Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:28:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), UNK/UNK/2007
Time (US & Canada) (b) (6)
1.1 Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:28:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2007
1m
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Aug-24-2020 11:53:32 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central 4), Line/MH Numb 13 Information
Time (US & Canada) (b) (6) er:
Medical Histor neck pain
y Term:
Start Date: UNK/UNK
/2019
Ongoing: YES
Aug-22-2020 12:29:15 | ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH Nu 13
Time (US & Canada) mber:
Medical Histo neck pain
ry Term:
Start Date: UNK/UNK/2
019
Ongoing: NO
End Date:
UNK/UN
K/2019
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Header Text: c4591001

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1.m Line/MH Number:

Date L ocation User Value Reason
Aug-22-2020 12:29:15 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |13
Time (US & Canada)
1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:29:15 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), neck pain
Time (US & Canada) (b) (6)
1.m Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:29:15 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad 4), UNK/UNK/2019
Time (US & Canada) (b) (6)
1.m Ongoing:
Date L ocation User Value Reason
Aug-24-2020 11:53:32 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) YES Information
Time (US & Canada)
Aug-22-2020 12:29:15 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2019

1n
Date L ocation User Value Reason
Aug-22-2020 12:29:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocdlc) | Line/MH Numb 14
Time (US & Canada) er:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Medical History anxiety

Term:

Start Date: UNK/UNK/

2000

Ongoing: YES
1.n Line/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:29:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central (autocalc) |14
Time (US & Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:29:48 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad 4), anxiety
Time (US & Canada) (b) (6)
1.n Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:29:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), UNK/UNK/2000
Time (US & Canada) (b) (6)
1.n Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:29:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
lo
Date L ocation User Value Reason
Aug-22-2020 12:30:03 | ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 15
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Time (US& Canada) er:

Medical History depression

Term:

Start Date: UNK/UNK/

2019

Ongoing: YES
l.oLine/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:30:03 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 15
Time (US & Canada)
1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:30:03 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), depression
Time (US & Canada) (b) (6)
1.0 Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:30:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), UNK/UNK/2019
Time (US & Canada) (b) (6)
1.0 Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:30:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
1p
Date L ocation |User |Va| ue Reason
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Aug-22-2020 12:30:34 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Num 16
Time (US & Canada) ber:
Medical Histor neck fusion
y Term:
Start Date: UNK/UNK/20
19
Ongoing: NO
End Date:
UNK/UNK
/2019
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Header Text: c4591001

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

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1.pLine/MH Number:

Date L ocation User Value Reason
Aug-22-2020 12:30:34 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 16
Time (US & Canada)
1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:30:34 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), neck fusion
Time (US & Canada) (b) (6)
1.p Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:30:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), UNK/UNK/2019
Time (US & Canada) (b) (6)
1.p Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:30:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2019
1q
Date L ocation User Value Reason
Aug-22-2020 12:31:05 [ ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Ling/MH Num 17
Time (US & Canada) ber:
Medical Histor hysterectomy
y Term:
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*** Confidential***

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: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Start Date: UNK/UNK/20
07
Ongoing: NO
End Date;
UNK/UNK
/2007
1.gLine/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:31:05 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central (autocalc) |17
Time (US & Canada)
1.q Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:31:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), hysterectomy
Time (US & Canada) (b) (6)
1.g Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:31:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), UNK/UNK/2007
Time (US & Canada) (b) (6)
1.9 Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:31:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2007
1r
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Header Text: c4591001

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Aug-22-2020 12:31:26 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Num 18
Time (US & Canada) ber:
Medical Histor cholecystecto
y Term: my
Start Date: UNK/UNK/20
17
Ongoing: NO
End Date:
UNK/UNK
/2017
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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: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
1.r Line/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:31:26 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |18
Time (US & Canada)
1.r Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:31:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), cholecystectomy
Time (US & Canada) (b) (6)
1.r Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:31:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad 4), UNK/UNK/2017
Time (US & Canada) (b) (6)
1.r Ongoing:
Date L ocation User Value Reason
Aug-22-2020 12:31:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2017

1s
Date L ocation User Value Reason
Aug-22-2020 12:31:47 [ ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | Line/MH Num 19
Time (US & Canada) ber:

Medical Histor appendectomy

y Term:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Start Date: UNK/UNK/20
17
Ongoing: NO
End Date;
UNK/UNK
/2017
1.sLine/MH Number:
Date L ocation User Value Reason
Aug-22-2020 12:31:47 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central (autocalc) |19
Time (US & Canada)
1.s Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-22-2020 12:31:47 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), appendectomy
Time (US & Canada) (b) (6)
1.s Start Date:
Date L ocation User Value Reason
Aug-22-2020 12:31:47 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), UNK/UNK/2017
Time (US & Canada) (b) (6)
1.sOngoing:
Date L ocation User Value Reason
Aug-22-2020 12:31:47 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2017
Page 248 of 503

*** Confidential***
FDA-CBER-2021-5683-0792659




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:

Date L ocation User Value Reason
Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4, Aug/21/2020

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

2. Weight:

Date L ocation User Value Reason
Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 99.7

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

3. Unit:

Date L ocation User Value Reason
Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), kg

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

4. Height:

Date L ocation User Value Reason
Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 167.5

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

5. Unit:

Date L ocation User Value Reason
Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), cm

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

6. Body Mass I ndex:

Date L ocation | User | Value Reason

*** Confidential***

Page 249 of 503

FDA-CBER-2021-5683-0792660




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 35.5
Time (US & Canada)
7.a
Date L ocation User Value Reason
Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Record | dentifie 1
Time (US & Canada) (b) (6) re

Temperature:  36.7

TemperatureU C

nit:

TemperatureLo ORAL CA

cation:: VITY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 1
Time (US & Canada) (b) (6)
7.a Temperature:
Date L ocation User Value Reason
Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), 36.7
Time (US & Canada) (b) (6)
7.a Unit:
Date L ocation User Value Reason
Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), C
Time (US & Canada) (b) (6)
7.a Temperature Location:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) Central

Aug-22-2020 12:32:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
4), ORAL CAVITY
(b) (6)

Time (US & Canada)
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Aug-22-2020 12:33:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

2. Lab Sub-Pand!:

Date L ocation User Value Reason
Aug-22-2020 12:33:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Collection Date:

Date L ocation User Value Reason
Aug-22-2020 12:33:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable

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

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Aug-22-2020 12:33:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

5. Specimen Type:

Date L ocation User Value Reason
Aug-22-2020 12:33:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

6.a
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Aug-22-2020 12:33:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sponsor-Defined Not Appli
Time (US & Canada) (b) (6) Identifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
6.a Sponsor 1D:
Date L ocation User Value Reason
Aug-22-2020 12:33:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Test:
Date L ocation User Value Reason
Aug-22-2020 12:33:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Applicable
Time (US & Canada) (b) (6)
6.a Result:
Date L ocation User Value Reason
Aug-22-2020 12:33:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Not Done:
Date L ocation User Value Reason
Aug-22-2020 12:33:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Aug-22-2020 12:34:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), Aug/21/2020
Time (US & Canada) (b) (6)
2. Randomization Number:
Date L ocation User Value Reason
Aug-22-2020 12:34:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 61498
Time (US & Canada) (b) (6)
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-22-2020 12:36:33 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-22-2020 12:36:33 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-22-2020 12:36:39 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Aug-22-2020 12:36:33 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample

(UTC-06:00) Centra (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-22-2020 12:36:33 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centra (4), YES

Time (US & Canada) (b) (6) Date of Collection:

Aug/21/2020
5.a
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: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Aug-22-2020 12:36:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BP5FRB
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Aug-22-2020 12:36:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BP5FRB
Time (US & Canada) (b) (6)
5b
Date L ocation User Value Reason
Aug-22-2020 12:36:45 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Sample | D: BPSFRC
Time (US & Canada) (b) (6)
5.b Sample 1D
Date L ocation User Value Reason
Aug-22-2020 12:36:45 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), BP5FRC
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Aug-22-2020 12:37:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BP5FRD
Time (US & Canada) (b) (6)
5.c Sample ID
Date L ocation User Value Reason
Aug-22-2020 12:37:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), BP5FRD
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

5d

Date L ocation User Value Reason
Aug-22-2020 12:38:31 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BPR79V

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

5.d Sample 1D

Date L ocation User Value Reason
Aug-22-2020 12:38:31 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPR79V

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

5e

Date L ocation User Value Reason
Aug-22-2020 12:38:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample | D: BPR79W

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

5.e Sample D

Date L ocation User Value Reason
Aug-22-2020 12:38:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), BPR79W

Time (US & Canada) (b) (6)
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-22-2020 12:39:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-22-2020 12:39:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-22-2020 12:39:14 [ ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Aug-22-2020 12:39:08 [ ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample

(UTC-06:00) Centra (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-22-2020 12:39:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), YES

Time (US & Canada) (b) (6) Date of Collection:

Aug/21/2020
5.a
Date L ocation User Value Reason
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Aug-22-2020 12:39:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample | D: BP5FPK

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

5.aSample D

Date L ocation User Value Reason
Aug-22-2020 12:39:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BP5FPK

Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason

Aug-22-2020 12:40:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrad (4), NO

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

2. Treatment Name

Date Location User Value Reason

Aug-22-2020 12:40:57 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date Location User Value Reason

Aug-22-2020 12:40:57 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | INJECTION

Time (US & Canada)

4, Dose Date Time:

Date L ocation User Value Reason

Aug-22-2020 12:40:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Aug/21/2020 17:42

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

5. Anatomical Location:

Date L ocation User Value Reason

Aug-22-2020 12:40:57 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Aug-22-2020 12:40:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), RIGHT

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

7. Route:

Date L ocation User Value Reason
Aug-22-2020 12:40:57 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-22-2020 12:40:57 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | THE PROTOCOL SPECIFIED

Time (US & Canada) OBSERVATION PERIOD

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date L ocation User Value Reason
Aug-22-2020 12:40:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES

Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1114 Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Aug-22-2020 13:03:21 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO - REACTOGENICITY E-
Time (US & Canada) (b) (6) DIARY NOT COLLECTED

FOR THIS SUBJECT

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)
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Visit: V2_VAX2 L

SiteNo: 1114

Generated By: (b) (4)

Header Text: c4591001

Subject No: 11141075

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Time (US & Canada)

(b) (6)

Date L ocation User Value Reason
Sep-10-2020 16:35:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sep/10/2020
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Header Text: ¢4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:51

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-10-2020 16:35:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Sep/10/2020
Time (US & Canada) (b) (6)
2.a
Date L ocation User Value Reason
Sep-10-2020 16:35:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Record Identifie 1
Time (US & Canada) (b) (6) re

Temperature: 36.7

TemperatureUn C

it:

TemperatureLo ORAL CA

cation:: VITY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-10-2020 16:35:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 1
Time (US & Canada) (b) (6)
2.a Temperature:
Date L ocation User Value Reason
Sep-10-2020 16:35:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra @), 36.7
Time (US & Canada) (b) (6)
2.a Unit:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2 VAX2 L

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep-10-2020 16:35:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), C

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

2.a Temperature Location:

Date L ocation User Value Reason
Sep-10-2020 16:35:34 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), ORAL CAVITY

Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: V2_VAX2 L

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

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Sep-10-2020 16:35:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | URINALY SIS

2. Lab Sub-Pand!:
Date L ocation User Value Reason
Sep-10-2020 16:35:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra
Time (US & Canada)

(autocalc) | PREGNANCY

3. Collection Date:

Date L ocation User Value Reason
Sep-10-2020 16:35:42 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Centra (4), Sep/10/2020

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

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Sep-10-2020 16:35:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | STUDY SITE

5. Specimen Type:

Date L ocation User Value Reason
Sep-10-2020 16:35:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central

Time (US & Canada)

(autocalc) | URINE

6.a
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Header Text: c4591001
Visit: V2 VAX2 L

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada)

(b) (6)

Date L ocation User Value Reason
Sep-10-2020 16:35:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defi 113
Time (US & Canada) ned Identifier

Test:: Choriogonadotr

opin Beta PX11
3

Result::

Not Done::  NOT DONE
6.a Sponsor 1D:
Date L ocation User Value Reason
Sep-10-2020 16:35:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Sep-10-2020 16:35:42 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Choriogonadotropin Beta PX1
Time (US & Canada) (b) (6) 13
6.a Not Done:
Date L ocation User Value Reason
Sep-10-2020 16:35:42 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT DONE
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Header Text: ¢4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-10-2020 17:03:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-10-2020 17:03:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-10-2020 17:03:58 | ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-10-202017:03:34 | ACVOPFEINFP6000 |auto query | Query 1: Candidate ‘Sample

(UTC-06:00) Centra (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-10-2020 17:03:34 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Centra (4), YES

Time (US & Canada) (b) (6) Date of Collection:

Sep/10/2020
5.a
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Sep-10-2020 17:03:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample | D: BP5GOB
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Sep-10-2020 17:03:58 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), BP5G0B
Time (US & Canada) (b) (6)
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Header Text: ¢4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-10-2020 16:36:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO

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

2. Treatment Name

Date L ocation User Value Reason
Sep-10-2020 16:36:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Sep-10-2020 16:36:05 | ACVOPFEINFPE000 |autocalc |Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) | INJECTION

Time (US & Canada)

4, Dose Date Time:

Date L ocation User Value Reason
Sep-10-2020 16:36:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sep/10/2020 14:56

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

5. Anatomical Location:

Date L ocation User Value Reason
Sep-10-2020 16:36:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep-10-2020 16:36:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), RIGHT

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

7. Route:

Date L ocation User Value Reason
Sep-10-2020 16:36:05 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-10-2020 16:36:05 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | THE PROTOCOL SPECIFIED

Time (US & Canada) OBSERVATION PERIOD

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date L ocation User Value Reason
Sep-10-2020 16:36:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES

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

Visit: V3 MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-12-2020 09:11:06 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), Oct/9/2020

Time (US & Canada) (b) (6)
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Header Text: ¢4591001
Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-14-2020 10:48:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-14-2020 10:48:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-14-2020 10:48:27 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:

Oct/9/2020
5.a
Date L ocation User Value Reason
Oct-14-2020 10:48:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample 1D: BPVPIG
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Oct-14-2020 10:48:07 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central 4), BPVPIG
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

5b

Date L ocation User Value Reason
Oct-14-2020 10:48:59 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BPR6TZ

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

5.b Sample 1D

Date L ocation User Value Reason
Oct-14-2020 10:48:59 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), BPR6TZ

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

5.c

Date L ocation User Value Reason
Oct-14-2020 10:49:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample | D: BPR6VO

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

5.c Sample D

Date L ocation User Value Reason
Oct-14-2020 10:49:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), BPR6VO

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

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

(UTC-06:00) Centra
Time (US & Canada)

Date L ocation User Value Reason

Feb-26-2021 ACVOPFEINFP6000 |Katherine Puig | Query 6: Closed hospitalization form
15:41:24 (b) 4 not required
(UTC-06:00) Centrd

Time (US & Canada)

Feb-26-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 6: Opened DM: Kindly consider
06:26:23 (6) to update missing

HOSPITALIZATION
DETAILSform at
COVID ILL visitor
else clarify. Thank
you.

Feb-15-2021 ACVOPFEINFP6000
16:57:26

(UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Query5: Closed follow up with CRA

Feb-15-2021 ACVOPFEINFP6000
16:49:48

(UTC-06:00) Centra
Time (US & Canada)

(b) (4), (b) (6) |Query 5: Reissued:Opene | Per the SOD form
d the Last Symptom
Resolved on
14DEC2020. Please
confirm with the
CRA and source
documents. Please
enter HOSP record
details on the forms
within thisvisit.

Feb-15-2021 ACVOPFEINFP6000
08:32:27

(UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) Query 5: Answered symptoms have not
(6) resolved yet

Feb-15-2021 ACVOPFEINFP6000
06:06:44

(UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) Query 5: Reissued:Opene | DM2: Please confirm

(6) d if the HOSP details
can now be obtained
as Symptoms
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
History

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

resolved 14Dec20.
Please reach out to
the subject to retrieve
dl possible details.

Feb-08-2021
17:05:49
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Reissued:Candid
ate

Re-issue as open if
details not updated
by 11Feb21

Feb-08-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 5: Answered Waiting for ROR to
10:17:02 (6) come back to fill out
(UTC-06:00) Central al needed forms
Time (US & Canada)

Feb-08-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 5: Reissued:Opene | DM1: Please confirm
06:34:22 (6) d if the HOSP details

(UTC-06:00) Central
Time (US & Canada)

can now be obtained
as Symptoms
resolved 14Dec20.
Please reach out to
the subject to retrieve
al possible details.

Feb-03-2021
13:14:27
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Reissued:Candid
ate

Re-issue as open by
08Feb2l if datais
not updated on
HOSP details form

Feb-03-2021
09:34.31
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Answered

We have sent a ROR
will update once
records are received

Feb-02-2021 ACVOPFEINFP6000 ((b) (4), (b) (6) |Query 5: Opened Please confirmif the
15:54:47 HOSP details can
(UTC-06:00) Centra now be obtained as
Time (US & Canada) Symptoms resolved
14Dec?0. Please
reach out to the
subject to retrieve all
possible details.
Feb-02-2021 ACVOPFEINFP6000 ((b) (4), (b) (6) | Query 4: Closed Reword and issuein
15:52:51 open state
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
History

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) Central
Time (US & Canada)

Feb-02-2021
15:50:36
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4. Reissued:Opene
d

Subject still
hospitalized will
gather information
when subject gets
released

Jan-25-2021 15:13:48 | ACVOPFEINFP6000 |(b) (4), Query 4: Reissued:Candid | Subject still
(UTC-06:00) Centra (b) (6) ate hospitalized will
Time (US & Canada) gather information
when subject gets
released
Jan-25-2021 08:32:28 | ACVOPFEINFP6000 |(b) (4), (b) Query 4: Answered Subject till
(UTC-06:00) Central (6) hospitalized will
Time (US & Canada) gather information
when subject gets
released
Jan-22-2021 02:55:11 | ACVOPFEINFPS000 |(b) (4), (b) Query 4: Opened DM: Kindly consider
(UTC-06:00) Central (6) to update missing
Time (US & Canada) HOSPITALIZATION
DETAILSform or
ese clarify. Thank
you.
Oct-26-2020 ACVOPFEINFP6000 ((b) (4), (b) (6) | Query 3: Closed Response satisfies
13:49:12 query
(UTC-06:00) Central
Time (US & Canada)
Oct-26-2020 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered Changed data per
08:28:01 (6) query

(UTC-06:00) Central
Time (US & Canada)

Oct-26-2020
05:17:38
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Opened

DM: Kindly review
and complete ‘Health
Care Utilization,
Microbiology
Specimen, IlIness
Details and Nasal
Swab self form' at
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
History

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

thisvisit. Thank you.

Oct-21-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

10:40:49 (autoquery)

(UTC-06:00) Centrd

Time (US & Canada)

Oct-21-2020 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

10:40:14 (autoquery)

(UTC-06:00) Centrad

Time (US & Canada)

Oct-21-2020 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

10:38:32 (autoquery) completed but Date

(UTC-06:00) Centra of Assessment in the

Time (US & Canada) Signs and Symptoms
form is missing.
Please review and
update as
appropriate.

Oct-21-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

10:38:32 (autoquery) completed but Date

(UTC-06:00) Centra of Collection in both

Time (US & Canada) Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Oct-21-2020 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

10:38:32 (6) Oct/20/2020

(UTC-06:00) Centra

Time (US & Canada)

3. COVID-19 Iliness Visit:

Date L ocation User Value Reason

Oct-21-2020 10:38:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | COVID_A

Time (US & Canada)

Page 278 of 503

*** Confidential***
FDA-CBER-2021-5683-0792689




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Subject No: 11141075
Generated By: (b) (4)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Visit on Oct/20/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Not Complete
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Time (US & Canada)

Date L ocation User Value Reason
Oct-21-2020 10:40:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Oct/20/2020

(b) (6)

2. Date of First Symptom Started:

Date L ocation User Value Reason
Oct-21-2020 10:40:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Oct/18/2020
Time (US & Canada) (b) (6)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Jan-08-2021 00:49:55 | ACVOPFEINFP6000 ((b) (4), (b) Query 1: Closed Response satisfies
(UTC-06:00) Central (6) query
Time (US & Canada)
Jan-07-2021 08:25:02 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Jan-07-2021 08:25:02 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Centra (6) NO
Time (US & Canada) Date of Last Symptom Res
olved:
Dec/14/2020
Jan-07-2021 00:32:43 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened DM: Next visit
(UTC-06:00) Central (b) () should be entered
Time (US & Canada) only if all the
symptoms at this
visit resolved. If
resolved, please
review and update
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

the date of last
symptom resolved
as appropriate. If
not, please move
details from next
vigit into thisvisit.

Thank you.

Oct-21-2020 10:40:14 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) YES
Time (US & Canada)
4.a
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: FEVER
4.a Symptoms:
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), FEVER
Time (US & Canada) (b) (6)
4.a Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6)
4.b
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptoms NEW OR INCRE
Time (US & Canada) (b) (6) : ASED COUGH
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Visit on Oct/20/2020

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) Centra
Time (US & Canada)

(4),
(b) (6)

Sympto NEW OR INCREA

ms: SED SHORTNESS
OF BREATH

Sympto NO

m Prese

nt:

Symptom YES

Present:
4.b Symptoms:
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Centra (4), NEW OR INCREASED COU
Time (US & Canada) (b) (6) GH
4.b Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES
Time (US & Canada) (b) (6)
4.c
Date L ocation User Value Reason
Nov-24-2020 13:57:00 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central 4), Sympto NEW OR INCREA | Information
Time (US & Canada) (b) (6) ms.  SED SHORTNESS

OF BREATH

Sympto YES

m Prese

nt:
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Form Version: 10-Oct-2020 16:02

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4.c Symptoms:

Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NEW OR INCREASED SHOR

Time (US & Canada) (b) (6) TNESS OF BREATH

4.c Was symptom present?

Date Location User Value Reason
Nov-24-2020 13:57:00 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), YES Information
Time (US & Canada) (b) (6)

Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO

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

4d

Date L ocation User Value Reason
Nov-24-2020 13:57:27 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central 4), Symptoms: CHILLS |Information
Time (US & Canada) (b) (6) Symptom Present: NO

Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptoms: CHILLS
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit on Oct/20/2020

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

4.d Symptoms:
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), CHILLS
Time (US & Canada) (b) (6)
4.d Was symptom present?
Date Location User Value Reason
Nov-24-2020 13:57:27 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), NO Information
Time (US & Canada) (b) (6)
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6)
4.e
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sympto NEW OR INCREA
Time (US & Canada) (b) (6) ms: SED MUSCLE PAI
N

Sympto YES

m Presen

t:
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4.e Symptoms:
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NEW OR INCREASED MUS
Time (US & Canada) (b) (6) CLE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
4f
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptom NEW LOSSOF T
Time (US & Canada) (b) (6) s ASTE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), NEW LOSSOF TASTEOR S
Time (US & Canada) (b) (6) MELL
4.f Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
49

Page 284 of 503

*** Confidential***
FDA-CBER-2021-5683-0792695




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Visit on Oct/20/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1114 Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Nov-24-2020 13:58:45 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), Sympto NEW OR INCREA | Information
Time (US & Canada) (b) (6) ms: SED SORE THRO
AT
Sympto YES
m Prese
nt:
Nov-24-2020 13:57:56 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), Sympto NEW OR INCREA | Information
Time (US & Canada) (b) (6) ms: SED SORE THRO
AT
Sympto NO
m Prese
nt:
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sympto NEW OR INCREA
Time (US & Canada) (b) (6) ms: SED SORE THRO
AT
Sympto YES
m Prese
nt:
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Visit on Oct/20/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
4.9 Symptoms:
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED SORE
Time (US & Canada) (b) (6) THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-24-2020 13:58:45 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), YES Information
Time (US & Canada) (b) (6)
Nov-24-2020 13:57:56 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), NO Information
Time (US & Canada) (b) (6)
Oct-21-2020 10:39:36 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6)
4.h
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: DIARRHE
Time (US & Canada) (b) (6) A

Symptom Presen YES

t:

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)
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Visit on Oct/20/2020

SiteNo: 1114

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Form Version: 10-Oct-2020 16:02

Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4.h Symptoms:
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), DIARRHEA
Time (US & Canada) (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
4.
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptoms: VOMITIN
Time (US & Canada) (b) (6) G

Symptom Presen NO

t:
4.i Symptoms:
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), VOMITING
Time (US & Canada) (b) (6)
4.1 Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 10:39:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)

5.a
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 10-Oct-2020 16:02
SiteNo: 1114
Subject No: 11141075

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Nov-24-2020 13:58:56 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), Symptoms - Other Headach | Information
Time (US & Canada) (b) (6) : e (DELETED)
Oct-21-2020 16:17:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Symptoms - Other Headach
Time (US & Canada) (b) (6) : e
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Nov-24-2020 13:58:56 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), Headache Information
Time (US & Canada) (b) (6) (DELETED)
Oct-21-2020 16:17:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Headache
Time (US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Nov-24-2020 13:59:06 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), Symptoms- Ot Chesttighta | Information
Time (US & Canada) (b) (6) her: ess (DELETED)
Oct-21-2020 16:17:18 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms- Ot Chest tightn
Time (US & Canada) (b) (6) her: ess
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 10-Oct-2020 16:02
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.b Symptoms - Other Text:

Date L ocation User Value Reason
Nov-24-2020 13:59:06 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), Chest-tightness Information
Time (US & Canada) (b) (6) (DELETED)
Oct-21-2020 16:17:18 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Chest tightness

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status:

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation User Value Reason
Nov-24-2020 14:04:52 | ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Nov-24-2020 14:04:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Nov/17/2020

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

Nov-24-2020 14:03:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrad (4),

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

Oct-26-2020 08:23:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

2. Specimen Type:

Date L ocation User Value Reason

Dec-08-2020 04:54:48 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Queried at item#

(UTC-06:00) Centra (6) 6.

Time (US & Canada)

Dec-07-2020 13:32:51 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Records received,

(UTC-06:00) Central (6) updated

Time (US & Canada)

Dec-07-2020 00:55:23 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Reissued:Opened DM: The response

(UTC-06:00) Central (6) for Dataitem# 6 is

Time (US & Canada) missing. Kindly
review and update.

Dec-04-2020 14:45:27 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription

(UTC-06:00) Central (autoquery) Error

Time (US & Canada)

Dec-04-2020 14:45:27 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription

(UTC-06:00) Central (6) SWABBED MATERIAL Error

Time (US & Canada)

Nov-25-2020 22:47:32 | ACVOPFEINFP6000 |(b) Query 1: Reissued: Opened DM1: Per

(UTC-06:00) Central 4), response, please

Time (US & Canada) (b) (6) answer the query
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

oncethe datais
available and
updated in CRF.
Thank you

Nov-25-2020 08:11:36
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Awaiting records
be released

Nov-25-2020 00:29:03 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM: The response

(UTC-06:00) Centra (6) for Dataitem#2,3

Time (US & Canada) and 6 are missing.
Kindly review and
update.

Nov-24-2020 14:03:19 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6)

Time (US & Canada)

Oct-26-2020 08:23:32 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason

Dec-04-2020 14:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), NASOPHARY NX

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

Nov-24-2020 14:03:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrad (4),

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

Oct-26-2020 08:23:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

4. Assay Code and Description:

Date L ocation User Value Reason

Nov-24-2020 14:04:52 | ACVOPFEINFP6000 |autocac Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) | SEVERE ACUTE RESP SYN
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada)

DROME CORONAVIRUS 2

Nov-24-2020 14:03:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrad (4),

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

Oct-26-2020 08:23:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

5. Device Type:

Date L ocation User Value Reason

Nov-24-2020 14:04:52 | ACVOPFEINFP6000 |autocac Data Entry: Initial Entry

(UTC-06:00) Centra (autocalc) | SARS-COV-2 DIAGNOSTIC

Time (US & Canada) TEST

Nov-24-2020 14:03:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centra (4),

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

Oct-26-2020 08:23:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centra (4), Not Applicable

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

6. Trade Name:

Date L ocation User Value Reason

Dec-11-2020 03:51:00 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Dec-09-2020 08:55:34 | ACVOPFEINFP6000 | auto query Query 1. Answered Initial Entry

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-09-2020 08:55:34 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) OTHER

Time (US & Canada)

Dec-08-2020 04:55:26 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Please verify

(UTC-06:00) Central (6) and provide

Time (US & Canada) missing data at
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Trade Namefield

appropriately.
Nov-24-2020 14:03:19 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Oct-26-2020 08:23:32 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
7. Test Result:
Date L ocation User Value Reason
Nov-24-2020 14:04:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), POSITIVE
Time (US & Canada) (b) (6)
Nov-24-2020 14:03:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Oct-26-2020 08:23:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Nov-24-2020 14:03:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Oct-26-2020 08:23:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
9. Trade Name Other, Specify:
Date L ocation User Value | Reason

Dec-17-2020 | ACVOPFEINFPG000

07:29:46

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

Query | Response
1: Clo | satisfies query
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) sed

Centra Time

(Us&

Canada)

Dec-16-2020 | ACVOPFEINFP6000 auto query Query | Transcription

07:56:02 (autoquery) 1: An |Error

(UTC-06:00) swere

Central Time d

(Us&

Canada)

Dec-16-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Transcription

07:56:02 (6) Entry | Error

(UTC-06:00) N

Centra Time NALT

(US& Unkn

Canada) own

Dec-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |DM1:

00:30:33 1: Rel | Responseis

(UTC-06:00) ssued: | updated as

Central Time Open |'Unknown

(Us& ed NALT’, please

Canada) consider
updating
response to
NALT
Unknown as
mentioned in
eCRF
completion
reguirement.

Dec-15-2020 | ACVOPFEINFP6000 auto query Query | New

10:19:40 (autoquery) 1: An | Information

(UTC-06:00) swere

Centra Time d

(Us&

Canada)

Dec-15-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |New

10:19:40 (6) Entry | Information

(UTC-06:00) .

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Centra Time Unkn

(US& own

Canada) NALT

Dec-15-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM: Please

02:31:20 1: Rel [indicate

(UTC-06:00) ssued: | whether the

Central Time Open [test was

(US& ed conductedin a

Canada) CLIA-
certified
|aboratory or
by a
|aboratory
accredited by
the 1SO 15189
by including
the text
"CLIA-
certified lab"
or "1SO
15189" in the
response to
this particular
field.

Dec-14-2020 | ACVOPFEINFP6000 auto query Query | Transcription

10:06:04 (autoquery) 1: An | Error

(UTC-06:00) swere

Centra Time d

(Us&

Canada)

Dec-14-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Transcription

10:06:04 (6) Entry | Error

(UTC-06:00) .

Central Time SAR

(Us& SCoV

Canada) 2RN

A

Dec-11-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | sar scov rna

06:20:01 (b) (4) 1: Op |quadlitative

(UTC-06:00) ened | naat isnot
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Centra Time
(US&
Canada)

indicated on
the FDA
cleared
(including
Emergency
Use
Authorization)
diagnostic list
and is not
indicated as
CLIA certified
lab or ISO
15189
accredited lab
. Please verify
and update as
appropriate.
Otherwise,
please provide
clarification.

(b) (4)

Dec-09-2020 | ACVOPFEINFP6000
08:59:29
(UTC-06:00)
Centra Time
(UsS&
Canada)

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

Data | Transcription
Entr Error

Dec-09-2020 | ACVOPFEINFP6000
08:55:34
(UTC-06:00)
Central Time
(US&
Canada)

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

Data | Initia Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020
Form Version: 06-Jul-2020 21:54

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Nov-24-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |[Initial Entry
14:03:19 (6) Entr

(UTC-06:00) .

Centra Time

(UsS&

Canada)

Oct-26-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
08:23:32 (6) Entr

(UTC-06:00) M

Centra Time Not A

(US& pplica

Canada) ble
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Visit on Oct/20/2020

SiteNo: 1114

Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled

Form Version: 22-Apr-2020 21:03

Subject No: 11141075

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason
Oct-26-2020 08:24:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

2. Sample Type

Date L ocation User Value Reason
Oct-26-2020 08:24:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Sample Collected?

Date L ocation User Value Reason
Oct-26-2020 08:24:13 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central 4), Not Applicable

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

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

Date L ocation User Value Reason
Oct-26-2020 08:24:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Not Applicable

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

*** Confidential***
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-21-2020 10:40:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-21-2020 10:40:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-21-2020 10:41:06 | ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-21-2020 10:40:49 | ACVOPFEINFP6000 |auto query | Query 1: Candidate ‘Sample

(UTC-06:00) Centra (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-21-2020 10:40:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centra (4), YES

Time (US & Canada) (b) (6) Date of Collection:

Oct/20/2020
5.a
Date L ocation User Value Reason
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Header Text: c4591001

Visit on Oct/20/2020

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Oct-21-2020 10:41:06 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BP5G32
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Oct-21-2020 10:41:06 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Centra (4), BP5G32
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

la
Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4, Type of Practitione SPECIA
Time (US & Canada) (b) (6) r: LIST

Occurrenceof Visit NO

sor Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-26-2020 08:21:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), SPECIALIST
Time (US & Canada) (b) (6)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Typeof Practiti EMERGEN
Time (US & Canada) (b) (6) oner: CY ROOM

Occurrenceof V NO

isitsor Contacts

Page 302 of 503

*** Confidential***
FDA-CBER-2021-5683-0792713




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit on Oct/20/2020

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Form Version: 10-Oct-2020 15:59

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.b Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Oct-26-2020 08:21:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), EMERGENCY ROOM
Time (US & Canada) (b) (6)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
1lc
Date Location User Value Reason
Nov-24-2020 14:06:10 | ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central (4), Typeof Pract PRIMARY C
Time (US & Canada) (b) (6) itioner: ARE PHYSIC
IAN
Occurrenceo YES
f Visitsor Co  Number of M
ntacts: sitsor Conta
cts:
1
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Typeof Practi PRIMARY C
Time (US & Canada) (b) (6) tioner: ARE PHYS|
CIAN
Occurrence of NO
Visitsor Cont
acts:
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), PRIMARY CARE PHYSICIA
Time (US & Canada) (b) (6) N
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-24-2020 14:06:10 | ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6) Number of Visits or Contacts
1
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra @), NO
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Type of Practition URGENT
Time (US & Canada) (b) (6) er: CARE
Occurrence of Visi NO
tsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 10-Oct-2020 15:59
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1.d Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0792716

Date L ocation User Value Reason
Oct-26-2020 08:21:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), URGENT CARE
Time (US & Canada) (b) (6)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Type of Practi TELEPHONE
Time (US & Canada) (b) (6) tioner: CONSULTAT
ION

Occurrenceof NO

Visitsor Cont

acts:
1l.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), TELEPHONE CONSULTATI
Time (US & Canada) (b) (6) ON
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Visit on Oct/20/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
1f
Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Typeof Practitioner: OTH
Time (US & Canada) (b) (6) ER
Occurrence of Visitso NO
r Contacts:

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), OTHER

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

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

3. Has the subject been hospitalized due to potential COVID-19 illness?

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Date L ocation User Value Reason
Oct-26-2020 08:21:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/20/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Oct-26-2020 08:26:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | POTENTIAL COVID-19ILLN
Time (US & Canada) ESS
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Dec-12-2020 06:28:59 | ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies
(UTC-06:00) Centra Bouguermouh query
Time (US & Canada) (b) (4)
Dec-09-2020 09:01:06 | ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Dec-09-2020 09:01:06 | ACVOPFEINFP6000 ((b) (4), (b) Data Entry: New Information
(UTC-06:00) Centrd (6) YES
Time (US & Canada) Respiratory |lIness Diagnos
is:
Covid-19
Date of Diagnosis:
Nov/17/2020
Dec-08-2020 10:37:17 | ACVOPFEINFP6000 | Salim Query 2: Opened Medical monitor:
(UTC-06:00) Centra Bouguermouh Since locd
Time (US & Canada) (b) (4) |aboratory
SARS-CoV-2
NAAT test result
was positive on
17Nov2020 please
consider updating
the diagnosis as
"COVID-19
illness’
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ILLNESS DETAILS - eCRF Audit Trail History

Visit on Oct/20/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Dec-08-2020 10:36:54 | ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-06:00) Centra Bouguermouh query

Time (US & Canada) (b) (4)

Dec-08-2020 09:47:13 | ACVOPFEINFP6000 | Salim Query 1: Opened Medical monitor:

(UTC-06:00) Centra Bouguermouh Since local and

Time (US & Canada) (b) (4) central laboratory
SARS-CoV-2
NAAT result was
positive on
17Nov2020 please
consider updating
the diagnosis as
"COVID-19
illness’

Oct-26-2020 08:26:27 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) NO

Time (US & Canada)

3. Toxicity Grade:

Date L ocation User Value Reason

Oct-26-2020 08:27:26 | ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-26-2020 08:27:26 | ACVOPFEINFP6000 |(b) Data Entry: New Information

(UTC-06:00) Centrad (4), 1

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

Oct-26-2020 08:26:38 | ACVOPFEINFP6000 |auto query | Query 1. Opened Per CRF CRs

(UTC-06:00) Central (autoquery) Section 8.33.5,

Time (US & Canada) please enter worst
toxicity grade (1to
5) asit relatesto
reported
symptom(s) on
SOD CRF. Please
review and update
as appropriate.

Oct-26-2020 08:26:38 | ACVOPFEINFPG000 | ©) @ ®) Data Entry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: ILLNESS DETAILS - eCRF Audit Trail History
Visit on Oct/20/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1114 Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(UTC-06:00) Centra (b) 0
Time (US & Canada) | Eﬁ}(s)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/20/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VITAL SIGNS- COVID - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation User Value Reason
Oct-21-2020 10:57:25 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Subject No: 11141075
Generated By: (b) (4)

Visit on Oct/20/2020
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-21-2020 10:57:33 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Oct/20/2020
Time (US & Canada) (b) (6)
2.a
Date L ocation User Value Reason
Oct-21-2020 10:57:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Record I dentifier:: 1
Time (US & Canada) (b) (6) systalic:: 12
4
Diastolic:: 82

Respiratory Ratein respi 16
rations/minute:
Heart Ratein beats/minu 74

te:
2.a Record | dentifier:
Date L ocation User Value Reason
Oct-21-2020 10:57:25 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), 1
Time (US & Canada) (b) (6)
2.a Systalic:
Date L ocation User Value Reason
Oct-21-2020 10:57:25 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 124
Time (US & Canada) (b) (6)
2.a Diastolic:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Visit on Oct/20/2020
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Oct-21-2020 10:57:25
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(4), 82

(b) (6)

2.a Respiratory Rate in respirationgminute:

Date L ocation User Value Reason
Oct-21-2020 10:57:25 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), 16

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

2.a Heart Rate in beatsminute:

Date L ocation User Value Reason
Oct-21-2020 10:57:25 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 74

Time (US & Canada)

(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

Visit on Jan/04/2021 History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Feb-16-2021 12:40:07 | ACVOPFEINFP6000 |(b) (4), Query 3: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Feb-16-2021 08:54:19 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered Form Level

(UTC-06:00) Central (6) comment is

Time (US & Canada) removed; ILL
SEVERE left
blank since there
was not associated
significant renal,
hepatic or
neurol ogical
dysfunction as
part of their
potential
COVID-19illness

Feb-15-2021 17:02:39 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Opened Please remove the

(UTC-06:00) Centrd FORM Leve

Time (US & Canada) comment from the
ILL SEVERE
form and update
asper CCGs8.34
else clarify

Jan-06-2021 08:23:52 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-06-2021 08:21:28 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-06-2021 08:20:22 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but

Time (US & Canada) Date of
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

Visit on Jan/04/2021 History

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

SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Assessment in the
Signsand
Symptoms formis
missing. Please
review and update

as appropriate.

Jan-06-2021 08:20:22 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but

Time (US & Canada) Date of Collection
in both Nasal
Swab Sdlf and
Nasal Swab are
missing. Please
review and update
as appropriate.

Jan-06-2021 08:20:22 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) Jan/4/2021

Time (US & Canada)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Jan-06-2021 08:20:22 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | COVID_B

Time (US & Canada)
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Visit on Jan/04/2021

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled

Form Version: 10-Dec-2020 02:29

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

ved:

Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/4/2021

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

2. Date of First Symptom Started:

Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Dec/28/2020

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

3. Symptoms Ongoing?

Date L ocation User Value Reason
Mar-10-2021 14:56:11 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), NO

Time (US & Canada) (b) (6) Date of Last Symptom Resol

Time (US & Canada)

(b) (6)

Symptom Present: YES

Feb/16/2021
Jan-06-2021 08:21:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES
Time (US & Canada) (b) (6)
4.a
Date L ocation User Value Reason
Jan-06-2021 08:21:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptoms: FEVER

4.a Symptoms:
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), FEVER
Time (US & Canada) (b) (6)
4.a Was symptom present?
Date L ocation User Value Reason
Jan-06-2021 08:21:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra @), YES
Time (US & Canada) (b) (6)
4b
Date L ocation User Value Reason
Jan-06-2021 08:21:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptoms NEW OR INCRE
Time (US & Canada) (b) (6) : ASED COUGH

Symptom YES

Present:
4.b Symptoms:
Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED COU
Time (US & Canada) (b) (6) GH
4.b Was symptom present?
Date L ocation User Value Reason
Jan-06-2021 08:21:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES
Time (US & Canada) (b) (6)
4.c
Date L ocation User Value Reason

Page 316 of 503

*** Confidential***
FDA-CBER-2021-5683-0792727




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Visit on Jan/04/2021 eCRF Audit Trail History
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Jan-06-2021 08:21:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sympto NEW OR INCREAS
Time (US & Canada) (b) (6) ms: ED SHORTNESS O
F BREATH

Sympto YES

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Jan-06-2021 08:21:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED SHOR
Time (US & Canada) (b) (6) TNESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Jan-06-2021 08:21:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
4d
Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Symptoms: CHILLS
Time (US & Canada) (b) (6) Symptom Present: NO
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4.d Symptoms:
Date L ocation User Value Reason
Jan-06-2021 08:21.:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), CHILLS
Time (US & Canada) (b) (6)
4.d Was symptom present?
Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
4e
Date L ocation User Value Reason
Jan-06-2021 08:21:59 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sympto NEW OR INCREA
Time (US & Canada) (b) (6) ms: SED MUSCLE PAI
N

Sympto YES

m Presen

t:
Jan-06-2021 08:21:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Sympto NEW OR INCREA
Time (US & Canada) (b) (6) ms: SED MUSCLE PAI

N
Sympto
m Presen

t:
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Visit on Jan/04/2021 eCRF Audit Trail History
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
4.e Symptoms:
Date L ocation User Value Reason
Jan-06-2021 08:21:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NEW OR INCREASED MUS
Time (US & Canada) (b) (6) CLE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Jan-06-2021 08:21:59 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
4f
Date L ocation User Value Reason
Jan-07-2021 15:52:48 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4), Symptom NEW LOSSOF T
Time (US & Canada) (b) (6) s ASTE OR SMEL
L

Symptom NO

Present:
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptom NEW LOSSOF T
Time (US & Canada) (b) (6) s ASTE OR SMEL

L
Symptom YES
Present:
Page 319 of 503

*** Confidential***

FDA-CBER-2021-5683-0792730



090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4.f Symptoms:
Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW LOSSOF TASTEOR S
Time (US & Canada) (b) (6) MELL
4.f Was symptom present?
Date L ocation User Value Reason
Jan-08-2021 08:45:13 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Jan-07-2021 15:52:48 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Jan-07-2021 15:52:48 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Centra (6) NO
Time (US & Canada)
Jan-07-2021 14:06:50 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Data does not
(UTC-06:00) Central (b) (6) match source
Time (US & Canada)
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada)
49
Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Sympto NEW OR INCREA
Time (US & Canada) (b) (6) ms: SED SORE THRO
AT

Sympto NO

m Presen

t:
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4.9 Symptoms:
Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED SORE
Time (US & Canada) (b) (6) THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
4.h
Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptoms: DIARRHE
Time (US & Canada) (b) (6) A

Symptom Presen NO

t:
4.h Symptoms:
Date L ocation User Value Reason
Jan-06-2021 08:21:.28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), DIARRHEA
Time (US & Canada) (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO

Time (US & Canada)

(b) (6)

4.
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:29
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Jan-07-2021 15:53:16 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (OF Symptoms: VOMITIN

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

Symptom Prese NO
nt:

Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) Data Entry:

(UTC-06:00) Central
Time (US & Canada)

4), Symptoms: VOMITIN
(b) (6) G

Symptom Prese YES
nt:

Initial Entry
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4.i Symptoms:
Date L ocation User Value Reason
Jan-06-2021 08:21:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), VOMITING
Time (US & Canada) (b) (6)
4.i Was symptom present?
Date L ocation User Value Reason
Jan-08-2021 08:45:24 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Jan-07-2021 15:53:16 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Jan-07-2021 15:53:16 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Centra (6) NO
Time (US & Canada)
Jan-07-2021 14:07:29 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened Data does not
(UTC-06:00) Central (b) (6) match source
Time (US & Canada)
Jan-06-2021 08:21:28 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada)
5.a
Date L ocation User Value Reason
Jan-06-2021 15:19:05 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), Symptoms- O Nasa Conge | Information
Time (US & Canada) (b) (6) ther: stion
Jan-06-2021 08:21:47 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms - Othe Congestio
Time (US & Canada) (b) (6) r: n
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:29
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5.a Symptoms - Other Text:

Date L ocation User Value Reason

Jan-06-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: | Discrepancy has

19:00:00 Oracle Closed been closed.

(UTC-06:00) (b) (4)

Centra Time

(Us&

Canada)

Jan-06-2021 ACVOPFEINFP6000 auto query Query 1: | Changed

15:19:05 (autoquery) Answere | Information

(UTC-06:00) d

Centra Time

(Us&

Canada)

Jan-06-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Changed

15:19:05 (6) ry: Information

(UTC-06:00) Nasal Co

Centra Time ngestion

(Us&

Canada)

Jan-06-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1. | Clarify

09:03:02 Oracle Opened CONGESTION

(UTC-06:00) (b) (4) asfollows...The

Centra Time termis

(US& incomplete. Are

Canada) you reporting
NASAL
CONGESTION?
SINUS
CONGESTION?
HEPATIC
CONGESTION?
Other? Please
update the
verbatim term to
clarify. Thank
you.

Jan-06-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Data Ent | Initial Entry
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:29
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

08:21:47
(UTC-06:00)
Centra Time
(US&
Canada)

(b) (4), (b) (6) ry:
Congesti
on
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation User Value Reason
Feb-08-2021 15:41:10 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Page 326 of 503

*** Confidential***
FDA-CBER-2021-5683-0792737
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Feb-10-2021 12:16:03 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Feb-10-2021 08:24:40 [ ACVOPFEINFPE000 |auto query Query 1: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-10-2021 08:24:40 | ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Transcription Error

(UTC-06:00) Centrd (6) Jan/5/2021

Time (US & Canada)

Feb-09-2021 12:05:39 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per Medical

(UTC-06:00) Central (b) (6) Records, Positive

Time (US & Canada) on Jan 5; please
update or clarify.

Feb-08-2021 15:41:10 | ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Centra (6) Feb/5/2021

Time (US & Canada)

Feb-08-2021 15:39:48 | ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Centrd (6)

Time (US & Canada)

Jan-06-2021 08:23:22 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Centra (6) Not Done

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Feb-08-2021 15:41:10 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), SWABBED MATERIAL

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

Feb-08-2021 15:39:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

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

Visit: POT_COVID_ILL 2 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Visit on Jan/04/2021
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Jan-06-2021 08:23:22
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(4), Not Done

(b) (6)

3. Specimen Collection Location:

Date L ocation User Value Reason
Feb-08-2021 15:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), NASOPHARY NX

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

Feb-08-2021 15:39:48 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4),

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

Jan-06-2021 08:23:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

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

4. Assay Code and Description:

Date L ocation User Value Reason
Feb-08-2021 15:41:10 | ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) SEVERE ACUTE RESP SYN
DROME CORONAVIRUS 2

Feb-08-2021 15:39:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4),
Time (US & Canada) (b) (6)
Jan-06-2021 08:23:22 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5. Device Type:
Date L ocation User Value Reason
Feb-08-2021 15:41:10 | ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Centrad (autocalc) SARS-COV-2 DIAGNOSTIC
Time (US & Canada) TEST
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Header Text: c4591001

Visit on Jan/04/2021

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled

Form Version: 06-Jul-2020 21:54

Form Status. Data Complete, Frozen

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-08-2021 15:39:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4),

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

Jan-06-2021 08:23:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

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

6. Trade Name:

Date L ocation User Value Reason
Feb-08-2021 15:41:10 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central 4), OTHER

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

Feb-08-2021 15:39:48 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4),

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

Jan-06-2021 08:23:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

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

7. Test Result:

Date L ocation User Value Reason
Feb-08-2021 15:41:10 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), POSITIVE

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

Feb-08-2021 15:39:48 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Centra (4),

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

Jan-06-2021 08:23:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

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

8. Comments/Findings/Details:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-08-2021 15:41:10 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Reactive A
Time (US & Canada) (b) (6)
Feb-08-2021 15:39:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Jan-06-2021 08:23:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Feb-08-2021 15:41:10 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NALT Unknown
Time (US & Canada) (b) (6)
Feb-08-2021 15:39:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4),
Time (US & Canada) (b) (6)
Jan-06-2021 08:23:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)

Page 330 of 503

*** Confidential***

FDA-CBER-2021-5683-0792741
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason
Jan-06-2021 08:23:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Jan-06-2021 08:23:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Jan-07-2021 15:53:57 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Jan/4/2021
Jan-06-2021 08:24:09 | ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Jan-06-2021 08:23:52 | ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample
(UTC-06:00) Central (autoquery) Collected? is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Jan-06-2021 08:23:52 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:

*** Confidential***

Page 331 of 503

FDA-CBER-2021-5683-0792742




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

| | Jan/5/2021
5a
Date L ocation User Value Reason
Jan-06-2021 08:24:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample I D: CV26631
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Jan-06-2021 08:24:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), Cv26631
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Time (US & Canada)

(b) (6)

1. Data Origin

Date L ocation User Value Reason
Jan-06-2021 08:24:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Jan-06-2021 08:24:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Jan-06-2021 08:24:41 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), NO

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

*** Confidential***

Date L ocation User Value Reason
Jan-06-2021 08:24:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Telehealth visit
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

la
Date L ocation User Value Reason
Jan-06-2021 08:24:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Type of Practitione SPECIA
Time (US & Canada) (b) (6) r: LIST

Occurrenceof Visit NO

sor Contacts:

1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), SPECIALIST
Time (US & Canada) (b) (6)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Feb-10-2021 08:25:06 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription
(UTC-06:00) Central (6) Typeof Prac EMERGENC | Error
Time (US & Canada) titioner: Y ROOM

Occurrence YES

of Vistsor C  Number of V

ontacts: isitsor Cont

acts:
1
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Header Text: c4591001

Visit on Jan/04/2021

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled

Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-08-2021 09:44:06
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000 |(b) (4), (b)

(6)

Data Entry:

Type of Practiti EMERGE

oner: NCY ROO
M

Occurrenceof NO
Visitsor Conta

New Information

Occurrence YES
of Visitsor C  Number of V

cts:
Feb-08-2021 09:43:14 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) Type of Prac EMERGENC
Time (US & Canada) titioner: Y ROOM

Occurrence YES
of Visitsor C  Number of V

ontacts: isitsor Cont
acts:
3
Jan-12-2021 10:43:33 | ACVOPFEINFPG000 |(b) Data Entry: New Information
(UTC-06:00) Central (s)' . Type of Prac EMERGENC
Time (US & Canada) (b) ®) titioner: Y ROOM

*** Confidential***

ontacts: isitsor Cont
acts:
1
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Type of Practiti EMERGE
Time (US & Canada) oner: NCY ROO
M
Occurrenceof NO
Visitsor Conta
cts:
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EMERGENCY ROOM
Time (US & Canada) (b) (6)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Feb-10-2021 12:17:01 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Feb-10-2021 08:25:06 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Feb-10-2021 08:25:06 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Centra (6) YES
Time (US & Canada) Number of Visits or Contact
s
1
Feb-09-2021 12:18:25 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Per Medical
(UTC-06:00) Central (b) () Records, subject
Time (US & Canada) visited ER on JAN
5. Please, update
to YES, or clarify.
Feb-08-2021 09:44:06 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) NO
Time (US & Canada)
Feb-08-2021 09:43:14 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) YES
Time (US & Canada) Number of Visits or Contact
s
3
Jan-12-2021 10:43:33 | ACVOPFEINFP6000 |@®® Data Entry: New Information
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Visit on Jan/04/2021
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(UTC-06:00) Centrad (b) (4), YES
Time (US & Canada) (b) (6) Number of Visits or Contact
s
1
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centrd (6) NO
Time (US & Canada)
1lc
Date L ocation User Value Reason
Feb-10-2021 08:26:02 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4), Type of Pract PRIMARY C
Time (US & Canada) (b) (6) itioner: ARE PHYSIC
IAN
Occurrenceo YES
fVisitsor Co  Number of M
ntacts: sitsor Conta
cts.
1
Jan-06-2021 08:24:53 | ACVOPFEINFP6E000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Typeof Practi PRIMARY C
Time (US & Canada) (b) (6) tioner: ARE PHY S|
CIAN
Occurrence of NO
Visitsor Cont
acts:
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), PRIMARY CARE PHYSICIA
Time (US & Canada) (b) (6) N
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Feb-10-2021 12:16:40 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Feb-10-2021 08:26:02 [ ACVOPFEINFPE000 |auto query Query 1: Answered Transcription Error
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Feb-10-2021 08:26:02 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Centra (6) YES
Time (US & Canada) Number of Visits or Contact
s
1
Feb-09-2021 12:19:46 | ACVOPFEINFPG000 |(b) (4), Query 1: Opened Per Medical
(UTC-06:00) Central (b) (6) Records, subject
Time (US & Canada) visited PCP before
going to ER.
Please, update to
YES or clarify.
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initia Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
1d
Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Typeof Practition URGENT
Time (US & Canada) (b) (6) er: CARE
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:26
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Occurrence of Vis NO

tsor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), URGENT CARE
Time (US & Canada) (b) (6)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Typeof Practi TELEPHONE
Time (US & Canada) (b) (6) tioner: CONSULTAT

ION

Occurrenceof NO

Visitsor Cont

acts:
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1l.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), TELEPHONE CONSULTATI
Time (US & Canada) (b) (6) ON
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
1f
Date L ocation User Value Reason
Jan-06-2021 08:24:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd 4, Type of Practitioner: OTH
Time (US & Canada) (b) (6) ER

Occurrenceof Visitso NO

r Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra @), OTHER
Time (US & Canada) (b) (6)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO

Time (US & Canada)

(b) (6)

3. Has the subject been hospitalized due to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason

Feb-09-2021 14:42:04 | ACVOPFEINFP6000 |(b) Query 2: Closed Response satisfies

(UTC-06:00) Central (4), query

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

Feb-08-2021 09:52:24 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered Changed data per

(UTC-06:00) Centra (6) query

Time (US & Canada)

Feb-08-2021 09:22:55 | ACVOPFEINFP6000 |(b) Query 2: Opened Clin: Assubject is

(UTC-06:00) Centra (4), hospitalized, please

Time (US & Canada) (b) (6) complete RESP
TX, ILL SEVERE,
OXYGEN,
VASOPRESS, and
IMAGING CRFs
as applicable.

Jan-25-2021 12:15:54 | ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

(UTC-06:00) Central (4), query

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

Jan-25-2021 08:46:47 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Subject still

(UTC-06:00) Centrad (6) hospitalized will

Time (US & Canada) gather information
when subject gets
released

Jan-22-2021 11:52:32 | ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: As

(UTC-06:00) Central (4), this subject was

Time (US & Canada) (b) (6) hospitalized, please
enter on the CRF
form any available
information (vital
signs, pulse
oxymet, respiratory
treatment, lab
results,
imaging...). Please
make every effort
to obtain these
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 10-Dec-2020 02:26
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

information.

Jan-12-2021 10:43:56 | ACVOPFEINFP6000 |(b)

(UTC-06:00) Central
Time (US & Canada)

(4),
(b) (6)

Data Entry:
YES

Has the subject beenininte
nsive care due to potential
COVID-19 illness?

New Information

NO
Jan-06-2021 08:24:53 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 22-Apr-2020 21:02
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation User Value Reason
Jan-12-2021 10:44:38 | ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Centra (4),
Time (US & Canada) () (6)
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 22-Apr-2020 21:02

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Jan-12-2021 10:44:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centrad (autocalc) | HOSPITALIZATION STATUS
Time (US & Canada)
2. Hospitalization Term:
Date L ocation User Value Reason
Jan-12-2021 10:44:38 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), HOSPITAL
Time (US & Canada) (b) (6)
3. Admission Date:
Date L ocation User Value Reason
Jan-12-2021 10:44:38 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/5/2021
Time (US & Canada) (b) (6)
4. Ongoing?
Date L ocation User Value Reason
Feb-09-2021 14:36:30 | ACVOPFEINFP6000 |(b) Query 2: Closed Response satisfies
(UTC-06:00) Central 4), query
Time (US & Canada) (b) (6)
Feb-08-2021 09:52:50 | ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Feb-08-2021 09:52:50 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Centrad (6) NO
Time (US & Canada) Discharge Date:
Jan/13/2021
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 22-Apr-2020 21:02

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-08-2021 09:23:30 | ACVOPFEINFPE000 |(b) Query 2: Opened Clin: Please record
(UTC-06:00) Central (4), end date.

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

Jan-25-2021 12:16:05 | ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-06:00) Central (4), query

Time (US & Canada)

(b) (6)

Jan-25-2021 08:47:04 | ACVOPFEINFP6000 |(b) (4), (b) Query 1. Answered Subject till

(UTC-06:00) Central (6) hospitalized will

Time (US & Canada) gather information
when subject gets
released

Jan-22-2021 11:53:38 | ACVOPFEINFP6000 |(b) Query 1: Opened Clin: Please record

(UTC-06:00) Central (4), end date.

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

Jan-12-2021 10:44:38 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), YES

Time (US & Canada) o)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation User Value Reason
Feb-10-2021 08:40:05 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason

Feb-10-2021 08:40:05 | ACVOPFEINFP6E000 |autocalc Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) 1

Time (US & Canada)

Feb-10-2021 08:29:59 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrad (4),

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

Feb-08-2021 09:48:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

Feb-08-2021 09:48:27 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry

(UTC-06:00) Central (4), Not Done

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

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Feb-10-2021 08:40:05 | ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) YES

Time (US & Canada)

Feb-10-2021 08:29:59 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrad (4),

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

Feb-08-2021 09:48:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

Feb-08-2021 09:48:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

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

3. Treatment:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-10-2021 12:21:22 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Feb-10-2021 08:40:05 | ACVOPFEINFP6000 |autoquery | Query 1: Answered Initial Entry

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Feb-10-2021 08:40:05 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Centra (6) HIGH FLOW OXYGEN THE

Time (US & Canada) RAPY

Feb-10-2021 08:29:59 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Centra (6)

Time (US & Canada)

Feb-09-2021 12:36:57 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per Medical

(UTC-06:00) Central (b) (6) Records subject

Time (US & Canada) was on Ventolin
puff during
hospital stay.
Please, update or
clarify.

Feb-08-2021 09:48:41 | ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Feb-08-2021 09:48:27 | ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central (6) Not Done

Time (US & Canada)

4. Treatment:

Date L ocation User Value Reason

Feb-10-2021 08:40:05 | ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) | HIGH FLOW OXYGEN THE

Time (US & Canada) RAPY

Feb-10-2021 08:29:59 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Centra (4),

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

Feb-08-2021 09:48:41 | ACVOPFEINFP6000 | ® Data Entry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) Central EB gg Not Applicable
Time (US & Canada)
Feb-08-2021 09:48:27 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5. Start Date:
Date L ocation User Value Reason
Feb-10-2021 08:40:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Jan/5/2021
Time (US & Canada) (b) (6)
Feb-10-2021 08:29:59 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Feb-08-2021 09:48:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
Feb-08-2021 09:48:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
6. Ongoing?
Date L ocation User Value Reason
Feb-10-2021 08:40:31 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:

Jan/11/2021
Feb-10-2021 08:40:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), NO
Time (US & Canada) (b) (6) End Date:

Jan/7/2021
Feb-10-2021 08:29:59 | ACVOPFEINFPE000 Egg 28 Data Entry: Initial Entry
(UTC-06:00) Centra
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada)

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

Feb-08-2021 09:48:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

Feb-08-2021 09:48:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done

Time (US & Canada)

(b) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Feb-10-2021 12:21:03 | ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Feb-10-2021 08:27:50 | ACVOPFEINFP6000 |(b) (4), (b) | Query 1. Answered Changed data per
(UTC-06:00) Centra (6) query
Time (US & Canada)
Feb-09-2021 11:28:54 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please updated
(UTC-06:00) Centrad (b) (6) COVID-19
Time (US & Canada) Diagnosisto Yes
since Positive
result was updated.
Feb-01-2021 09:05:36 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centrd (autocalc) POTENTIAL COVID-19 ILL
Time (US & Canada) NESS
Jan-28-2021 10:23:40 | ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-06:00) Centra (autocalc)
Time (US & Canada)
Jan-06-2021 08:31:46 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centrad (autocalc) POTENTIAL COVID-19 ILL
Time (US & Canada) NESS
2. Was a diagnosis obtained for Potential COVID-19 I1Iness?
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 (b) (4), (b) Data Ent | Transcription
08:27:42 (6) ry: Error
(UTC-06:00) YES
Central Time Respirat
(Us& ory lllne
Canada) ssDiagn
0SS
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021
Form Version: 06-Jul-2020 21:52

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Covid-
19 pne
umonia
Date of
Diagnosi
s
Jan/7/2
021
Feb-01-2021 | ACVOPFEINFP6000 (b) Query 2. [ Response
09:06:07 (4), Closed satisfies query
(UTC-06:00) (b) (6)
Centra Time
(US&
Canada)
Feb-01-2021 | ACVOPFEINFPS000 auto query Query 2: | Initial Entry
09:05:36 (autoquery) Answered
(UTC-06:00)
Centra Time
(Us&
Canada)
Feb-01-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Initial Entry
09:05:36 (6) ry:
(UTC-06:00) NO
Centra Time
(US&
Canada)
Feb-01-2021 ACVOPFEINFP6000 (b) Query 2: Clin: If no
08:45:18 (4), Reissued: | diagnosis,
(UTC-06:00) (b) (6) Opened | please enter No.
Centra Time
(Us&
Canada)
Jan-28-2021 ACVOPFEINFP6000 auto query Query 2: | Transcription
10:23:40 (autoquery) Answered | Error
(UTC-06:00)
Centra Time
(Us&
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Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Canada)

Jan-28-2021 ACVOPFEINFP6000 (b) (4), (b) Data Ent | Transcription

10:23:40 (6) ry: Error

(UTC-06:00)

Centra Time

(Us&

Canada)

Jan-22-2021 ACVOPFEINFP6000 (b) Query 2: [ Clin: Diagnosis

15:25:42 (4), Opened of COVID-19

(UTC-06:00) (b) (6) (or similar)

Central Time should only be

(Us& recorded if

Canada) subject is
symptomatic
and hasa
positive local
swab recorded
in COVID
TEST CRF. See
CRF CRs
Section 8.33.3
for details.

Jan-12-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1. | Discrepancy has

18:20:24 Oracle Closed been closed.

(UTC-06:00) (b) (4)

Centra Time

(Us&

Canada)

Jan-12-2021 ACVOPFEINFP6000 auto query Query 1: [ Changed

13:18:25 (autoquery) Answered | Information

(UTC-06:00)

Centra Time

(Us&

Canada)

Jan-12-2021 ACVOPFEINFP6000 (b) (4), (b) DataEnt | Changed

13:18:25 (6) ry: Information

(UTC-06:00) YES

Centra Time Respirat

(US& ory lllne
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Canada) ssDiagn
0SiS.
Covli
D-19P
neumo
nia
Date of
Diagnosi
s
Jan/5/2
021
Jan-12-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: [ Clarify COVID
13:03:26 Oracle Opened PNUEMONIA
(UTC-06:00) (b) (&) asfollows...The
Central Time term appears
(Us& incomplete. Are
Canada) you reporting
COVID-19
PNEUMONIA?
If s0, update the
verbatim term as
such. Otherwise
clarify and
update the term
as appropriate.
Thank you.
Jan-12-2021 ACVOPFEINFP6000 (b) (4), (b) (6) |DataEnt |New
10:45:22 ry: Information
(UTC-06:00) YES
Centra Time Respirat
(UsS& ory lline
Canada) ss Diagn
0SiS.
CovI
D Pnue
monia
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of
Diagnosi
s
Jan/5/2
021
Jan-06-2021 ACVOPFEINFP6000 (b) (4), (b) DataEnt | Initial Entry
08:31:46 (6) ry:
(UTC-06:00) NO
Centra Time
(Us&
Canada)
3. Toxicity Grade:
Date L ocation User Value Reason
Jan-06-2021 08:32:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), 1
Time (US & Canada) (b) (6)
Jan-06-2021 08:32:19 | ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Jan-06-2021 08:32:19 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Jan-06-2021 08:31:54 | ACVOPFEINFP6000 |auto query | Query 1: Opened Per CRF CRs
(UTC-06:00) Centra (autoquery) Section 8.33.5,
Time (US & Canada) please enter worst
toxicity grade (1 to
5) asit relatesto
reported
symptom(s) on
SOD CRF. Please
review and update
as appropriate.
Jan-06-2021 08:31:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), 0
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation User Value Reason
Feb-08-2021 09:50:41 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Feb-18-2021 08:19:09 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Not Done

Time (US & Canada)

Feb-18-2021 08:18:30 | ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-17-2021 13:22:13 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SEVERE COVID-19 ILLNESS

Time (US & Canada)

Feb-16-2021 08:23:02 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 14:28:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | Not Applicable

Time (US & Canada)

Feb-10-2021 08:28:38 | ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-08-2021 09:50:41 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SEVERE COVID-19 ILLNESS

Time (US & Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason
Feb-18-2021 15:22:23 | ACVOPFEINFP6000 |(B) (4), (0) () | Query 1: Closed Response satisfies
(UTC-06:00) Central guery

Time (US & Canada)

Feb-18-2021 08:20:28 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Changed data per
(UTC-06:00) Centra (6) query

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-18-2021 08:19:09
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Not Done

Initial Entry

Feb-18-2021 05:56:43
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

If this assessment
was not done, then
kindly remove al
entered data using
the eraser icon.
Once al entered
data has been
removed, an
option to tick Not
Done becomes
available. Please
update or clarify.

Feb-17-2021 13:22:56
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Subject had none
of these diagnosis.

Feb-16-2021 23:58:51 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Kindly

(UTC-06:00) Centra (6) review the form

Time (US & Canada) and update the
missing data with
yellow
background.

Feb-16-2021 08:23:02 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6)

Time (US & Canada)

Feb-11-2021 14:28:48 | ACVOPFEINFPS000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) Not Applicable

Time (US & Canada)

Feb-10-2021 08:28:57 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Feb-08-2021 16:35:53 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Done

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Visit on Jan/04/2021

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

Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

3. Was a diagnosis obtained?

Date L ocation User Value Reason

Feb-18-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Initia Entry

08:19:09 (6) ry:

(UTC-06:00) Not Done

Centra Time

(Us&

Canada)

Feb-18-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Transcription

08:18:30 (6) ry: Error

(UTC-06:00)

Centra Time

(Us&

Canada)

Feb-18-2021 | ACVOPFEINFP6000 (b) (4), Query 3: | Response

01:05:49 (b) (6) Closed satisfies query

(UTC-06:00)

Central Time

(Us&

Canada)

Feb-17-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 3: | NA, subject not

13:23:45 (6) Answere | diagnosed with

(UTC-06:00) d any of these

Centra Time Severe COVID

(UsS& Ilness.

Canada)

Feb-17-2021 | ACVOPFEINFP6000 auto query Query 3: | Responseto

13:22:13 (autoquery) Opened "Was a

(UTC-06:00) diagnosis

Central Time obtained?' is

(US& No. Please

Canada) review and
update as
appropriate.

Feb-17-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Initial Entry

13:22:13 (6) ry:

(UTC-06:00) NO

Central Time
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(Us&
Canada)

Feb-16-2021 | ACVOPFEINFP6000
08:23:02
(UTC-06:00)
Centra Time
(Us&
Canada)

(b) (4), (b) DataEnt |Initial Entry
(6) ry:

Feb-11-2021 | ACVOPFEINFP6000
14:54:20
(UTC-06:00)
Centra Time
(US&
Canada)

(b) (4), (b) (6) |Query 2: |Response
Closed satisfies query

Feb-11-2021 | ACVOPFEINFP6000
14:29:47
(UTC-06:00)
Centra Time
(US&
Canada)

(b) (4), (b) Query 2. | Changed data
(6) Answere | per query

Feb-11-2021 | ACVOPFEINFP6000
14:28:48
(UTC-06:00)
Central Time
(Us&
Canada)

(b) (4), (b) Data Ent | Initial Entry
(6) ry:

Not Appli
cable

Feb-11-2021 ACVOPFEINFP6000
13:48:44

(b) (4), (b) (6) |Query2: |Clin: Please add
Reissued: | FORM LEVEL

(UTC-06:00) Opened comment of Not
Central Time Applicable.
(US& Pleaserefer to
Canada) CRF CRs

Section 4.10 for

details.
Feb-10-2021 | ACVOPFEINFP6000 auto query Query 2: | Transcription
08:28:38 (autoquery) Answere | Error

(UTC-06:00)
Central Time
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(Us&

Canada)

Feb-10-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Transcription

08:28:38 (6) ry: Error

(UTC-06:00)

Centra Time

(US&

Canada)

Feb-09-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) |Query 2: |[Clin: Please

14:40:39 Opened record

(UTC-06:00) COVID-19

Central Time Pneumoniaon

(Us& ILL POTEN

Canada) CRF instead.
Per CRF CRs
Section 8.34,
this CRF should
only be
completed if a
participant had
significant
renal, hepatic or
neurological
dysfunction as
part of their
potential
COoVID-19
illness.

Feb-08-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: | Discrepancy has

18:09:35 Oracle Closed been closed.

(UTC-06:00) (b) (4)

Centra Time

(US&

Canada)

Feb-08-2021 | ACVOPFEINFP6000 auto query Query 1: | New

15:39:12 (autoquery) Answere | Information

(UTC-06:00) d

Central Time

(US&

Canada)
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Feb-08-2021 | ACVOPFEINFP6000 (b) (4), (b) DataEnt | New
15:39:12 (6) ry: Information
(UTC-06:00) YES
Central Time Diagnos
(US& is:
Canada)
Covid-
19 Pne
umoni
a
Start Da
te:
Dec/2
8/2020
Ongoin
g?
YES
Feb-08-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1. | Clarify COVID
12:41:42 Oracle Opened PNEUMONIA
(UTC-06:00) (b) (4) asfollows...The
Centra Time term appears
(Us& incomplete. Are
Canada) you reporting
COVID-19
PNEUMONIA?
If so, update the
verbatim term
as such.
Otherwise
clarify and
update the term
as appropriate.
Thank you.
Feb-08-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Initial Entry
09:50:41 (6) ry:
(UTC-06:00) YES
Central Time Diagnos
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 17-Jul-2020 21:55

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(Us& is
Canada)
Covid
Pneum
onia
Start Da
te:
Dec/2
8/2020
Ongoin
g7
YES
4. Toxicity Grade:
Date L ocation User Value Reason
Feb-18-2021 08:19:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
Feb-16-2021 08:23:.02 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Feb-11-2021 14:28:48 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
Feb-10-2021 08:29:15 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Feb-08-2021 09:50:41 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 1
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation User Value Reason
Feb-08-2021 16:15:01 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Feb-08-2021 16:23:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | CLINICAL CHEMISTRY
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Feb-08-2021 16:23:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Newton Medical Center Labora
Time (US & Canada) (b) (6) tory 600 Medical Center Dr.
Newton Kansas 67114

3. Collection Date:
Date L ocation User Value Reason
Feb-08-2021 16:23:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Jan/6/2021
Time (US & Canada) (b) (6)
4. Specimen Type:
Date L ocation User Value Reason
Feb-08-2021 16:23:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | BLOOD
Time (US & Canada)
5.a
Date L ocation User Value Reason
Feb-08-2021 16:18:39 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Sponsor-Defi 329
Time (US & Canada) (b) (6) ned | dentifier
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Test:: C Reactive Pr
otein_PX329
Result:: 54.8
Not Done::
Lab Normal Low
Range: 0
High
9
Unit
mg/L
Feb-08-2021 16:17:32 | ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central (4), Sponsor-Defi 329
Time (US & Canada) (b) (6) ned | dentifier
Test:: C Reactive Pr
otein_PX329
Result:: high
Not Done::
Lab Normal Low
Range: 0
High
9
Unit
mg/L
Feb-08-2021 16:15:49 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4), Sponsor-Defi 329
Time (US & Canada) (b) (6) ned | dentifier
Test:: C Reactive Pr
otein_PX329
Result:: high
Not Done::
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Visit on Jan/04/2021

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Form Version: 21-Aug-2020 02:49

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58
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Lab Normal High
Range: 54.8
Unit
mg/L
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defi 329
Time (US & Canada) ned Identifier
Test:: C Reactive Pr
otein_PX329
Result:: High
Not Done::
Lab Normal High
Range: 54.8
Unit
mg/L
5.a Sponsor 1D:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 329
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), C Reactive Protein_PX329
Time (US & Canada) (b) (6)
5.a Result:
Date L ocation User Value Reason
Feb-08-2021 16:18:39 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centrd 4), 54.8
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-08-2021 16:17:32 | ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Feb-08-2021 16:15:49 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), high
Time (US & Canada) (b) (6)
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 | auto query | Query 1. Opened Result is present,
(UTC-06:00) Centra (autoquery) but 1ab normal
Time (US & Canada) range (Low, high
or Unit) is missing.
Please correct or
confirm.
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), High
Time (US & Canada) (b) (6)
5aLNMT
Date L ocation User Value Reason
Feb-08-2021 16:17:32 | ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Centrad (4), Low
Time (US & Canada) (b) (6) 0
High
9
Unit
mg/L
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), High
Time (US & Canada) (b) (6) 54.8
Unit
mg/L
5b
Date L ocation User Value Reason
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Header Text: c4591001

Visit on Jan/04/2021

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-08-2021 16:19:04
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000

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

Data Entry:
Sponsor-Def 30
ined I dentifi
er:

Test:: Alanine Amino
transferase PX
30

Result:: 59
Not Done::
Lab Normal Low

Range: 1

High
35

Unit
U/L

Transcription Error

Feb-08-2021 16:18:16
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Data Entry:
Sponsor-Def 30
ined | dentifi
er:

Test:: Alanine Amino
transferase PX
30

Result:: High

Not Done::

Lab Normal Low
Range: 1

High
35

Unit
U/L

Transcription Error

Feb-08-2021 16:15:01
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG6000

auto calc
(autocalc)

Data Entry:
Sponsor-Def 30
ined Identifi

er:

Initial Entry
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Test:: Alanine Amino
transferase PX
30
Result:: High
Not Done::
Lab Normal Low
Range: 49
High
67
Unit
U/L

Page 370 of 503

*** Confidential***
FDA-CBER-2021-5683-0792781




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit on Jan/04/2021

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Form Version: 21-Aug-2020 02:49

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.b Sponsor ID:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |30
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Alanine Aminotransferase_PX
Time (US & Canada) (b) (6) 30
5.b Result:
Date L ocation User Value Reason
Feb-08-2021 16:19:04 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4), 59
Time (US & Canada) (b) (6)
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), High
Time (US & Canada) (b) (6)
5bLNMT
Date L ocation User Value Reason
Feb-08-2021 16:18:16 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centrad (4), Low
Time (US & Canada) (b) (6) 1

High

35
Unit
U/L

Feb-08-2021 16:15.01 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Low
Time (US & Canada) (b) (6) 49
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Visit on Jan/04/2021 CHEMISTRY - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status. Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
High
67
Unit
U/L
5.c
Date L ocation User Value Reason
Feb-08-2021 16:19:30 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4), Sponsor -Def 28
Time (US & Canada) (b) (6) ined | dentifi
er:
Test:: Aspartate Amin
otransferase_P
X28
Result:: 64
Not Done::
Lab Normal Low
Range: 14
High
36
Unit
U/L
Feb-08-2021 16:19:21 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Sponsor -Def 28
Time (US & Canada) (b) (6) ined | dentifi
er:
Test:: Aspartate Amin
otransferase P
X28
Result:: High
Not Done::
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Visit on Jan/04/2021

SiteNo: 1114

Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Subject No: 11141075
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: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***
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Lab Normal Low
Range: 14
High
36
Unit
U/L
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Def 28
Time (US & Canada) ined I dentifi
er:
Test:: Aspartate Amin
otransferase P
X28
Result:: High
Not Done::
Lab Normal Low
Range: 31
High
50
Unit
uU/L
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.c Sponsor |D:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |28
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Aspartate Aminotransferase_P
Time (US & Canada) (b) (6) X28
5.c Result:
Date L ocation User Value Reason
Feb-08-2021 16:19:30 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4), 64
Time (US & Canada) (b) (6)
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), High
Time (US & Canada) (b) (6)
5CcLNMT
Date L ocation User Value Reason
Feb-08-2021 16:19:21 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centrad (4), Low
Time (US & Canada) (b) (6) 14

High

36
Unit
U/L

Feb-08-2021 16:15.01 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Low
Time (US & Canada) (b) (6) 31
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

High
50
Unit
U/L
5d
Date L ocation User Value Reason
Feb-08-2021 16:19:59 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4, Sponsor-Defi 35
Time (US & Canada) (b) (6) ned | dentifie
r:
Test:: Alkaline Phos
phatase_PX35
Result:: 95
Not Done::
Lab Normal Low
Range: 38
High
126
Unit
U/L
Feb-08-2021 16:19:42 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Sponsor-Defi 35
Time (US & Canada) (b) (6) ned I dentifie
r:
Test:: Alkaline Phos
phatase PX35
Result:: 95
Not Done::
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING

Visit on Jan/04/2021 CHEMISTRY - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status. Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Lab Normal Low
Range: 77
High
95
Unit
uU/L
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defi 35
Time (US & Canada) ned | dentifie
r:
Test:: Alkaline Phos
phatase_PX35
Result:: Normal
Not Done::
Lab Normal Low
Range: 77
High
95
Unit
uU/L

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)
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Visit on Jan/04/2021

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Form Version: 21-Aug-2020 02:49

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5.d Sponsor ID:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |35
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Alkaline Phosphatase PX35
Time (US & Canada) (b) (6)
5.d Result:
Date L ocation User Value Reason
Feb-08-2021 16:19:42 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4), 95
Time (US & Canada) (b) (6)
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Normal
Time (US & Canada) (b) (6)
5.dLNMT
Date L ocation User Value Reason
Feb-08-2021 16:19:59 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4), Low
Time (US & Canada) (b) (6) 38

High

126
Unit
U/L

Feb-08-2021 16:15.01 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Low
Time (US & Canada) (b) (6) 77
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit on Jan/04/2021 CHEMISTRY - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status. Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
High
95
Unit
U/L
5.e
Date L ocation User Value Reason
Feb-08-2021 16:20:41 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4), Sponsor-Defined 21
Time (US & Canada) (b) (6) | dentifier:
Test:: Bilirubin_
PX21
Result:: 04
Not Done::
Lab Normal Ran Low
ge: 2
High
13
Unit
mg/dL
Feb-08-2021 16:20:24 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Sponsor-Defined 21
Time (US & Canada) (b) (6) | dentifier:
Test:: Bilirubin_
PX21
Result:: 0.4
Not Done::
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Visit on Jan/04/2021

SiteNo: 1114

Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Subject No: 11141075

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58
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Lab Normal Ran Low
ge: 2
High
4
Unit
mg/dL
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |autocalc Data Entry: Initia Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defined 21
Time (US & Canada) I dentifier:
Test:: Bilirubin_
PX21
Result:: Normal
Not Done::
Lab Normal Ran Low
ge 2
High
4
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.e Sponsor |D:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |21
Time (US & Canada)
5.e Test:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Bilirubin_PX21
Time (US & Canada) (b) (6)
5.e Result:
Date L ocation User Value Reason
Feb-08-2021 16:20:24 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4), 0.4
Time (US & Canada) (b) (6)
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Normal
Time (US & Canada) (b) (6)
5eLNMT
Date L ocation User Value Reason
Feb-08-2021 16:20:41 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4), Low
Time (US & Canada) (b) (6) 2

High

13
Unit
mg/dL

Feb-08-2021 16:15.01 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Low
Time (US & Canada) (b) (6) 2
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING
Visit on Jan/04/2021 CHEMISTRY - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status. Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
High
A4
Unit
mg/dL
5.f
Date L ocation User Value Reason
Feb-09-2021 08:46:35 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4), Sponsor-Defi 47
Time (US & Canada) (b) (6) ned | dentifier
Test:: Blood Urea Ni
trogen_PX47
Result:: 16
Not Done::
Lab Normal Low
Range: 7
High
17
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

CHEMISTRY - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

5.f
Date L ocation User Value Reason
Feb-08-2021 16:21:12 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4), Sponsor-Defi 47
Time (US & Canada) (b) (6) ned I dentifie
r:
Test:: Blood UreaN
itrogen_PX47
Result:: 16
Not Done::
Lab Normal Low
Range: 7
High
17
Feb-08-2021 16:20:58 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4), Sponsor-Defi 47
Time (US & Canada) (b) (6) ned I dentifie
r:
Test:: Blood UreaN
itrogen_PX47
Result:: 16
Not Done::
Lab Normal Low
Range: 16
High
25
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defi 47
Time (US & Canada) ned I dentifie
r:
Test:: Blood UreaN
itrogen_PX47
Result:: High
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Not Done::
Lab Normal Low
Range: 16
High
25
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.f Sponsor 1D:

Date L ocation User Value Reason

Feb-08-2021 16:15:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | 47

Time (US & Canada)

5.f Test:

Date L ocation User Value Reason

Feb-08-2021 16:15:01 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Blood Urea Nitrogen_PX47

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

5.f Result:

Date L ocation User Value Reason

Feb-09-2021 12:39:12 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Feb-09-2021 08:46:35 | ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto

(UTC-06:00) Central (autoquery) Query

Time (US & Canada)

Feb-09-2021 01:55:41 | ACVOPFEINFPG000 |(b) (4), Query 1: Reissued:Opened | DM: Please

(UTC-06:00) Centra (b) (6) update Unit in Lab

Time (US & Canada) Normal Range
field. Else, clarify.

Feb-08-2021 16:22:06 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Changed data per

(UTC-06:00) Central (6) query

Time (US & Canada)

Feb-08-2021 16:20:58 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription

(UTC-06:00) Central (6) 16 Error

Time (US & Canada)

Feb-08-2021 16:15:01 | ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-06:00) Central (autoquery) but lab normal

Time (US & Canada) range (Low, high
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Visit on Jan/04/2021

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

or Unit) is
missing. Please
correct or confirm.

*** Confidential***

Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centrd (6) High
Time (US & Canada)
5fLNMT
Date L ocation User Value Reason
Feb-09-2021 08:46:35 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Low
Time (US & Canada) (b) (6) 7
High
17
Unit
mg/dL
Feb-08-2021 16:21:12 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4), Low
Time (US & Canada) (b) (6) 7
High
17
Feb-08-2021 16:15.01 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), Low
Time (US & Canada) (b) (6) 16
High
25
5.9
Date L ocation User Value Reason
Feb-08-2021 16:21:49 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4, Sponsor-Define 48
Time (US & Canada) (b) (6) d Identifier:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

CHEMISTRY - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Test:: Creatinine
_PX48
Result:: .8
Not Done::
Lab Normal Ra Low
nge: g
High
12
Unit
mg/dL
Feb-08-2021 16:21:38 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Sponsor-Define 48
Time (US & Canada) (b) (6) d Identifier:
Test:: Creatinine
_PX48
Result:: Noma
Not Done::
Lab Normal Ra Low
nge: g
High
12
Unit
mg/dL
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centrd (autocalc) Sponsor-Define 48
Time (US & Canada) d Identifier:
Test:: Creatinine
_PX48
Result:: Nomal
Not Done::
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Lab Normal Ra Low
nge: v

High
9

Unit
mg/dL

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.g Sponsor 1D:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |48
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Feb-08-2021 16:15:01 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Creatinine_PX48
Time (US & Canada) (b) (6)
5.9 Result:
Date L ocation User Value Reason
Feb-08-2021 16:21:49 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centrad (4), .8
Time (US & Canada) (b) (6)
Feb-08-2021 16:15:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Nomal
Time (US & Canada) (b) (6)
5g9LNMT
Date L ocation User Value Reason
Feb-08-2021 16:21:38 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centrad (4), Low
Time (US & Canada) (b) (6) 7

High

12
Unit
mg/dL

Feb-08-2021 16:15:01 | ACVOPFEINFP6000 Eg; @), ®) Data Entry: Initial Entry
(UTC-06:00) Centrd Low
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:49
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada)

(b)), ()6 | .7

High

Unit
mg/dL

*** Confidential***
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Visit on Jan/04/2021 Audit Trall

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Form Version: 21-Aug-2020 02:51 Form Status:
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFPE00O0 |(b) Form Created
(UTC-06:00) Centrd (4),
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Visit on Jan/04/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075 Subject Initials: ---

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0792802

1. Lab Pandl:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | HEMATOLOGY
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Newton Medical Center Labora
Time (US & Canada) (b) (6) tory 600 Medical Center Dr.
Newton Kansas 67114
3. Collection Date:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/6/2021
Time (US & Canada) (b) (6)
4. Specimen Type:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | BLOOD
Time (US & Canada)
5.a
Date Location User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFPG000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defined 1
Time (US & Canada) | dentifier:
Test:: Hemaoglobi
n_PX1
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Result:: 13.9

Not Done::

Lab Normal Ran Low

ge 12

High
16
Unit
g/dL

5.a Sponsor 1D:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |1
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Hemoglobin PX1
Time (US & Canada) (b) (6)
5.a Result:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 13.9
Time (US & Canada) (b) (6)
5.aLNMT
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Low
Time (US & Canada) (b) (6) 12
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Visit on Jan/04/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
High
16
Unit
g/dL
5b
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defined | 2
Time (US & Canada) dentifier:
Test:: Hematocrit
_PX2
Result:: 42.4
Not Done::
Lab Normal Ran Low
ge 36
High
46
Unit
%
Page 393 of 503

*** Confidential***

FDA-CBER-2021-5683-0792804



090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5.b Sponsor ID:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |2
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Hematocrit_PX2
Time (US & Canada) (b) (6)
5.b Result:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 424
Time (US & Canada) (b) (6)
5.b LNMT
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Low
Time (US & Canada) (b) (6) 36

High

46
Unit
%
5.c
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defined 3
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Identifier:
Test:: Erythrocyte
s PX3
Result:: 5.07
Not Done::
Lab Normal Ran Low
ge: 4
High
5.2
Unit
/uL

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.c Sponsor |D:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |3
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Erythrocytes PX3
Time (US & Canada) (b) (6)
5.c Result:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 5.07
Time (US & Canada) (b) (6)
5CcLNMT
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Low
Time (US & Canada) (b) (6) 4

High

5.2
Unit
/uL
5.d
Date L ocation User Value Reason
Feb-08-2021 16:33:01 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Sponsor-Defined 5
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Visit on Jan/04/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
I dentifier:
Test:: Platelets
PX5
Result:: 239
Not Done::
Lab Normal Ran Low
ge: 130
High
400
Unit
10™6/cu
mm
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defined | 5
Time (US & Canada) dentifier:
Test:: Platelets
PX5
Result:: 239
Not Done::
Lab Normal Rang Low
e 130
High
400
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.d Sponsor ID:

Date L ocation User Value Reason

Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) |5

Time (US & Canada)

5.d Test:

Date L ocation User Value Reason

Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry

(UTC-06:00) Central (4), Platelets PX5

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

5.d Result:

Date L ocation User Value Reason

Feb-08-2021 16:33:01 | ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-08-2021 16:30:08 | ACVOPFEINFP6E000 |auto query | Query 1: Opened Result is present,

(UTC-06:00) Central (autoquery) but 1ab normal

Time (US & Canada) range (Low, high
or Unit) is
missing. Please
correct or
confirm.

Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centra 4, 239

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

5dLNMT

Date L ocation User Value Reason

Feb-08-2021 16:33:01 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central 4), Low

Time (US & Canada) (b) (6) 130

High
Page 398 of 503

*** Confidential***
FDA-CBER-2021-5683-0792809




Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Visit on Jan/04/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

400

Unit
1076/cu mm

Feb-08-2021 16:30:08
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Low

130

High
400

Initial Entry

5e

Date

L ocation

User

Value

Reason

Feb-08-2021 16:30:08
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000

auto calc
(autocalc)

Data Entry:
Sponsor-Defined | 7
dentifier:

Initial Entry

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Test:: Leukocytes

_PX7
Result::

Not Done:: NOT DON

E

Lab Normal Rang
€
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.e Sponsor |D:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |7
Time (US & Canada)
5.e Test:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Leukocytes PX7
Time (US & Canada) (b) (6)
5.eNot Done:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NOT DONE
Time (US & Canada) (b) (6)
b.f
Date L ocation User Value Reason
Feb-08-2021 16:33:14 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Sponsor-Define 608
Time (US & Canada) (b) (6) d Identifier:

Test:: Neutrophils

_PX608
Result:: 4.5
Not Done::
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Visit on Jan/04/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Lab Normal Ra Low
nge: 18
High
7.7
Unit
10"6/cum
m
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-06:00) Central (autocalc) Sponsor-Define 608
Time (US & Canada) d I dentifier:
Test:: Neutrophils
_PX608
Result:: 45
Not Done::
Lab Normal Ra Low
nge: 18
High
7.7
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5.f Sponsor 1D:

Date L ocation User Value Reason

Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | 608

Time (US & Canada)

5.f Test:

Date L ocation User Value Reason

Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry

(UTC-06:00) Central (4), Neutrophils_PX608

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

5.f Result:

Date L ocation User Value Reason

Feb-08-2021 16:33:14 | ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-08-2021 16:30:08 | ACVOPFEINFP6E000 |auto query | Query 1: Opened Result is present,

(UTC-06:00) Central (autoquery) but 1ab normal

Time (US & Canada) range (Low, high
or Unit) is
missing. Please
correct or
confirm.

Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), 45

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

5f LNMT

Date L ocation User Value Reason

Feb-08-2021 16:33:14 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central 4), Low

Time (US & Canada) (b) (6) 1.8

High
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

7.7

Unit
1076/cu mm

Feb-08-2021 16:30:08
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Low

18

High
7.7

Initial Entry

5.0

Date

L ocation

User

Value

Reason

Feb-08-2021 16:30:08
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000

auto calc
(autocalc)

Data Entry:
Sponsor-Defined 609
I dentifier:
Test:: Eosinophils_
PX609
Result:: 0

Not Done::

Lab Normal Ran Low

ge 0

High
4

Unit
%

Initial Entry
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5.g Sponsor 1D:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 609
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Eosinophils_PX609
Time (US & Canada) (b) (6)
5.9 Result:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 0
Time (US & Canada) (b) (6)
5. LNMT
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Low
Time (US & Canada) (b) (6) 0

High

4
Unit
%
5.h
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6E000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defined 612
Time (US & Canada)
Page 404 of 503
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51
Site No: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

I dentifier:
Test:: Monocytes
PX612
Result:: 6
Not Done::
Lab Normal Ran Low
ge: 0
High
9
Unit
%

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5.h Sponsor 1D:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 612
Time (US & Canada)
5.h Test:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Monocytes PX612
Time (US & Canada) (b) (6)
5.h Result:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 6
Time (US & Canada) (b) (6)
5h LNMT
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Low
Time (US & Canada) (b) (6) 0

High

9
Unit
%
5.i
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6E000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defined 610
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Visit on Jan/04/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
I dentifier:
Test:: Basophils P
X610
Result:: 0
Not Done::
Lab Normal Ran Low
ge: 0
High
2
Unit
%
5.i Sponsor |D:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 610
Time (US & Canada)
5. Test:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), Basophils_PX610
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Form Version: 21-Aug-2020 02:51

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

5. Result:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), 0
Time (US & Canada) (b) (6)
5i LNMT
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Low
Time (US & Canada) (b) (6) 0

High

2
Unit
%

5,
Date L ocation User Value Reason
Feb-08-2021 16:33:28 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Sponsor -Define 611
Time (US & Canada) (b) (6) d I dentifier:

Test:: Lymphocyte

s PX611
Result:: 0.8
Not Done::
Page 408 of 503
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Visit on Jan/04/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Lab Normal R Low
ange: 1
High
4.8
Unit
10M"6/cum
m
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-06:00) Central (autocalc) Sponsor -Define 611
Time (US & Canada) d I dentifier:
Test:: Lymphocyte
s PX611
Result:: 0.8
Not Done::
Lab Normal R Low
ange: 1
High
4.8
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5.j Sponsor ID:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 611
Time (US & Canada)
5.) Test:
Date L ocation User Value Reason
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), Lymphocytes PX611
Time (US & Canada) (b) (6)
5. Result:
Date L ocation User Value Reason
Feb-08-2021 16:33:28 | ACVOPFEINFPE000 |[autoquery | Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Feb-08-2021 16:30:08 | ACVOPFEINFP6E000 |auto query | Query 1: Opened Result is present,
(UTC-06:00) Central (autoquery) but 1ab normal
Time (US & Canada) range (Low, high
or Unit) is
missing. Please
correct or
confirm.
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), 0.8
Time (US & Canada) (b) (6)
5j LNMT
Date L ocation User Value Reason
Feb-08-2021 16:33:28 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4), Low
Time (US & Canada) (b) (6) 1
High
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Visit on Jan/04/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject No: 11141075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
4.8
Unit
10"6/cu mm
Feb-08-2021 16:30:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Low
Time (US & Canada) (b) (6) 1
High
4.8
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:50
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VITAL SIGNS- COVID - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation

User Value Reason

Feb-08-2021 16:35:26 | ACVOPFEINFPE000 | (b) Form Created

(UTC-06:00) Central
Time (US & Canada)

(4),
(b) (6)

Page 412 of 503

*** Confidential***
FDA-CBER-2021-5683-0792823




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit on Jan/04/2021

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Form Version: 21-Aug-2020 02:50

Form Status. Data Complete, Frozen

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:
Date L ocation User Value Reason
Feb-08-2021 16:35:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/6/2021
Time (US & Canada) (b) (6)
2.a
Date L ocation User Value Reason
Feb-08-2021 16:35:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Record Identifier:: 1
8

Diastolic:: 79

Respiratory Ratein respi 19

rations/minute:

Heart Ratein beats/minu 93

te:
2.a Record | dentifier:
Date L ocation User Value Reason
Feb-08-2021 16:35:26 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), 1
Time (US & Canada) (b) (6)
2.a Systalic:
Date L ocation User Value Reason
Feb-08-2021 16:35:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 118
Time (US & Canada) (b) (6)
2.a Diastolic:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Visit on Jan/04/2021
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-08-2021 16:35:26
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(4), 79

(b) (6)

2.a Respiratory Rate in respirationgminute:

Date L ocation User Value Reason
Feb-08-2021 16:35:26 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), 19

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

2.a Heart Rate in beatsminute:

Date L ocation User Value Reason
Feb-08-2021 16:35:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 93

Time (US & Canada)

(b) (6)
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation

User Value Reason

(UTC-06:00) Central
Time (US & Canada)

Feb-08-2021 15:45:35 | ACVOPFEINFPE000 | (b) Form Created

(4),
(b) (6)

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 21-Aug-2020 02:51

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

History

Form Status. Data Complete, Frozen

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:

Date L ocation User Value Reason
Feb-10-2021 12:19:51 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Feb-10-2021 08:29:34 [ ACVOPFEINFPE000 |auto query Query 1: Answered Transcription Error
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-10-2021 08:29:34 | ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Transcription Error
(UTC-06:00) Centrd (6) Jan/5/2021

Time (US & Canada)

Feb-09-2021 16:04:23 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please consider
(UTC-06:00) Central (b) (6) updating to

Time (US & Canada) January or calrify.
Feb-08-2021 15:45:35 | ACVOPFEINFP6000 |(b) (4), (b) | DataEntry: Initial Entry
(UTC-06:00) Centrd (6) Feb/5/2021

Time (US & Canada)

2.a

Date L ocation User Value Reason
Feb-08-2021 15:45:35 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Record Identifier:: 1

Time (US & Canada) (B4(E) Oxygen Saturation: 86.0

2.a Record | dentifier:

Date L ocation User Value Reason
Feb-08-2021 15:45:35 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), 1

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

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason

Page 416 of 503
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Subject No: 11141075
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

Visit on Jan/04/2021 History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1114 Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-08-2021 15:45:35
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(4), 86.0

(b) (6)

*** Confidential***
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason

Feb-08-2021 09:51:06 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

2. Arterial Blood Gases PaO2 (mmHg):

Date L ocation User Value Reason

Feb-08-2021 09:51:06 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

3. FiO2 (Fraction of Inhaled Oxygen):

Date L ocation User Value Reason

Feb-09-2021 16:03:32 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Not applicable,

(UTC-06:00) Centra (b) (6) this was not done

Time (US & Canada) per records.

Feb-09-2021 12:33:38 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per Medical

(UTC-06:00) Centra (b) (6) Records on O2

Time (US & Canada) from 05JAn to
11JAN. Please
update or clarify.

Feb-08-2021 09:51:06 | ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Centra (6) Not Applicable

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Feb-08-2021 09:51:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

2. Category:

Date L ocation User Value Reason
Feb-08-2021 09:51:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Feb-08-2021 09:51:36 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central 4), Not Applicable

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

4, Medication:

I ngredient(s), route, use, formulation).

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

Date L ocation User Value Reason
Feb-08-2021 09:51:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

5. Start Date:

Date L ocation User Value Reason
Feb-08-2021 09:51:36 | ACVOPFEINFP6000 ggg ). (o) Data Entry: Initial Entry
(UTC-06:00) Centra Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:55

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada)

|(b) (@), (b) (6) |

6. Ongoing?

Date L ocation User Value Reason
Feb-08-2021 09:51:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

Time (US & Canada)

(b) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: IMAGING - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation

User Value Reason

(UTC-06:00) Central
Time (US & Canada)

Feb-10-2021 08:34:57 | ACVOPFEINFPE000 | (b) Form Created

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

Visit: POT_COVID _ILL 2 - Unscheduled
Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: IMAGING - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation

User Value Reason

Feb-10-2021 08:36:56 | ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central
Time (US & Canada)

(4),
(b) (6)
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Header Text: c4591001
Visit: POT_COVID _ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: IMAGING - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Feb-10-2021 08:34:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), Feb/5/2021

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

Feb-09-2021 14:23:06 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4),

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

Feb-08-2021 09:52:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

2. Location of Assessment:

Date L ocation User Value Reason
Feb-10-2021 08:34:57 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), CHEST

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

Feb-09-2021 14:23:06 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4),

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

Feb-08-2021 09:52:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Type of Imaging Exam:

Date L ocation User Value Reason
Feb-10-2021 12:20:21 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Feb-10-2021 08:34:57 | ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Central (autoquery)

Time (US & Canada)

*** Confidential***

Page 423 of 503

FDA-CBER-2021-5683-0792834




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/04/2021

Form Version: 06-Jul-2020 21:53

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: IMAGING - eCRF Audit Trail History

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-10-2021 08:34:57 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central (6) X-RAY

Time (US & Canada)

Feb-09-2021 14:23:06 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Feb-09-2021 12:34:30 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per Medical

(UTC-06:00) Centra (b) (6) Records

Time (US & Canada) Chest-X-Ray and
CT were done
during ER and
Hospital stay.

Feb-08-2021 09:52:03 | ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

4. Assessment:

Date L ocation User Value Reason

Feb-10-2021 08:34:57 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (4), INDETERMINATE

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

Feb-09-2021 14:23:06 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Centrad (4),

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

Feb-08-2021 09:52:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

Page 424 of 503

*** Confidential***

FDA-CBER-2021-5683-0792835




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit on Jan/04/2021

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled

Form Version: 06-Jul-2020 21:53

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Time (US & Canada)

(b) (6)

If abnormal, specify findings:

Pulmonary findings consiste
nt with COVID-19 pneumo
nia of moderate severity. De
veloping bacterial superinfe
ction in the lower lobes can
not be excluded.

Date L ocation User Value Reason
Feb-10-2021 08:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra @), Feb/7/2021

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

2. Location of Assessment:

Date L ocation User Value Reason
Feb-10-2021 08:36:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), CHEST

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

3. Type of Imaging Exam:

Date L ocation User Value Reason
Feb-10-2021 08:36:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), CT SCAN

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

4. Assessment:

Date L ocation User Value Reason
Feb-10-2021 08:36:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), ABNORMAL
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID _CONVA 1 -
Unscheduled Visit on Nov/23/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-24-2020 08:27:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Nov/23/2020

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

3. COVID-19 llIness Visit:

Date L ocation User Value Reason
Nov-24-2020 08:27:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), COVID_ A1

Time (US & Canada) (b) (6)
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: POT_COVID _CONVA 1 -
Unscheduled Visit on Nov/23/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-24-2020 08:42:33 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-24-2020 08:42:33 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date Location User Value Reason

Nov-24-2020 08:44:39 | ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-24-2020 08:42:33 | ACVOPFEINFP6000 | auto query | Query 1: Candidate ‘Sample

(UTC-06:00) Centra (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-24-2020 08:42:33 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), YES

Time (US & Canada) (b) (6) Date of Collection:

Nov/23/2020
5.a
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Nov/23/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Nov-24-2020 08:44:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BPR6ZW

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

5.aSample D

Date L ocation User Value Reason
Nov-24-2020 08:44:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPR6ZW

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

5b

Date L ocation User Value Reason
Nov-24-2020 08:44:59 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Sample 1 D: BPR6ZX

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

5.b Sample 1D

Date L ocation User Value Reason
Nov-24-2020 08:44:59 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), BPR6ZX

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

5.c

Date L ocation User Value Reason
Nov-24-2020 08:45:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), SampleID: BPVPLZ

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

5.c Sample ID

Date L ocation User Value Reason
Nov-24-2020 08:45:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), BPVPLZ

Time (US & Canada) (b) (6)
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF
Unscheduled Visit on Feb/05/2021 Audit Trail History

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

SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-05-2021 18:19:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Feb/5/2021

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

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason
Feb-05-2021 18:19:31 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, CovID _B1

Time (US & Canada) (b) (6)
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Feb/05/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-05-2021 18:19:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Feb-05-2021 18:19:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Feb-05-2021 18:20:21 | ACVOPFEINFP6000 | auto query | Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-05-2021 18:19:45 | ACVOPFEINFPGE000 |auto query | Query 1. Candidate ‘Sample

(UTC-06:00) Centra (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-05-2021 18:19:45 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centra (4), YES

Time (US & Canada) (b) (6) Date of Collection:

Feb/5/2021
5.a
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID _CONVA 2 -
Unscheduled Visit on Feb/05/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Feb-05-2021 18:20:21 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BM3CKB
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Feb-05-2021 18:20:21 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), BM3CKB
Time (US & Canada) (b) (6)
5b
Date L ocation User Value Reason
Feb-05-2021 18:20:44 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4, Sample |D: BM3CKC
Time (US & Canada) (b) (6)
5.b Sample 1D
Date L ocation User Value Reason
Feb-05-2021 18:20:44 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), BM3CKC
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Feb-05-2021 18:22:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample ID: BPVPRX
Time (US & Canada) (b) (6)
5.c Sample ID
Date L ocation User Value Reason
Feb-05-2021 18:22:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), BPVPRX
Time (US & Canada) (b) (6)
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-12-2020 09:11:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), Oct/9/2020
Time (US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-12-2020 09:11:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | VACCINATION
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Oct-12-2020 09:11:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), COMPLETED
Time (US & Canada) (b) (6)
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

(UTC-06:00) Centra
Time (US & Canada)

(6)

Date Location User Value Reason
Oct-22-2020 11:35:42 | ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-06:00) Central (4), Error

Time (US & Canada) () (6)

Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) (4), (b) | Form Created
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Frozen
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-21-2020 11:09:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centrad (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Oct-21-2020 11:09:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-22-2020 ACVOPFEINFP6000 (b) Query 2: Cl | Response

18:12:56 (4), osed satisfies query

(UTC-06:00) (b) (6)

Central Time

(US & Canada)

Oct-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) | Query 2: A |COVID

11:28:43 nswered IlIness will be

(UTC-06:00) deleted from

Centra Time AE

(US & Canada)

Oct-22-2020 ACVOPFEINFP6000 (b) Query 2: O [ Clinica

09:15:26 (4), pened Query:

(UTC-06:00) (b) (6) CoVID

Centra Time illness

(US & Canada) information is
recorded in
CoVID
IlIness Visit
and not AE
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1114

Subject No: 11141075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

CRF.

Oct-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Cl | Discrepancy

22:13:13 Oracle osed has been

(UTC-06:00) (b) 4 closed.

Centra Time

(US & Canada)

Oct-21-2020 ACVOPFEINFP6000 auto query Query 1: A | corrected

16:12:45 (autoquery) nswered

(UTC-06:00)

Centra Time

(US & Canada)

Oct-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) |DataEntry | corrected

16:12:45 N

(UTC-06:00) Covid-1911

Central Time Iness A

(US & Canada)

Oct-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: O | Clarify

14:32:15 Oracle pened CovID

(UTC-06:00) (b) (4 ILLNESS as

Centra Time follows...The

(US & Canada) term appears
incomplete.
Areyou
reporting
CoVvID-19
ILLNESS? If
so, edit the
term as such.
Otherwise,
clarify and
edit the term
as appropriate.
Thank you.

Oct-21-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | Initial Entry

11:09:39 (6) :

(UTC-06:00) Covid IllIne

Central Time Ss

(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Frozen

Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

4, Start Date Time:

Date L ocation User Value Reason
Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Oct/18/2020 09:00

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

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central 4), YES

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

6. Toxicity Grade:

Date L ocation User Value Reason
Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 1

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

7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or

significant disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), NO

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

8. I sthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Frozen

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), NOT RELATED
Time (US & Canada) (b) (6) If Not Related to study treatm
ent(s), this event is dueto:
OTHER
If Other, specify:
Vira Infection
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT APPLICABLE
Time (US & Canada) (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

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

Date L ocation User Value Reason
Oct-21-2020 11:09:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), NOT RECOVERED/NOT RE

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

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

Date L ocation User Value Reason
Oct-21-2020 11:09:39 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled

Trail

Form Version: 22-Apr-2020 21:03

Form Status:

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

Value

Reason

Mar-05-2021 13:31:05
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Form Deleted

Transcription
Error

Feb-11-2021 14:31:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG6000

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

Form Created

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Trail

Form Status:

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Mar-09-2021 08:40:31 | ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-06:00) Central 4), Error
Time (US & Canada) (b) (6)
Mar-09-2021 08:39:56 | ACVOPFEINFP6000 |(b) Form Undeleted Transcription
(UTC-06:00) Central 4), Error
Time (US & Canada) (b) (6)
Mar-09-2021 08:39:13 | ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-06:00) Central 4), Error
Time (US & Canada) (b) (6)
Feb-11-2021 14:37:42 | ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Centra 4),
Time (US & Canada) (b) (6)
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled

Trail

Form Version: 22-Apr-2020 21:03

Form Status:

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

Value

Reason

Mar-09-2021 08:40:59
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Deleted

Transcription
Error

Feb-11-2021 14:39:54
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Trail

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status:

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

Value

Reason

Mar-09-2021 08:41:39
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Deleted

Transcription
Error

Feb-11-2021 14:41:39
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled

Trail

Form Version: 22-Apr-2020 21:03

Form Status:

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

Value

Reason

Mar-09-2021 08:41:53
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Deleted

Transcription
Error

Feb-11-2021 15:10:29
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Trail

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status:

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

Value

Reason

Mar-09-2021 08:42:07
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Deleted

Transcription
Error

Feb-11-2021 15:12:09
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled

Trail

Form Version: 22-Apr-2020 21:03

Form Status:

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

Value

Reason

Mar-09-2021 08:42:57
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Deleted

Transcription
Error

Feb-11-2021 15:13:27
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Trail

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status:

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

Value

Reason

Mar-09-2021 08:44:50
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Deleted

Transcription
Error

Feb-11-2021 15:34:55
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled

Trail

Form Version: 22-Apr-2020 21:03

Form Status:

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

Value

Reason

Mar-09-2021 08:43:32
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Deleted

Transcription
Error

Feb-11-2021 15:36:28
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Trail

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status:

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

Value

Reason

Mar-09-2021 08:44:02
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Deleted

Transcription
Error

Feb-11-2021 17:19:45
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled

Trail

Form Version: 22-Apr-2020 21:03

Form Status:

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

Value

Reason

Mar-09-2021 08:44:26
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Deleted

Transcription
Error

Feb-11-2021 17:20:43
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created

*** Confidential***

Page 449 of 503

FDA-CBER-2021-5683-0792860




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Audit Trail History

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-04-2021 08:22:02 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 14:31:40 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |1

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-04-2021 08:21:40 | ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),

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

Feb-11-2021 14:31:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), CORTICOSTEROIDS

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-04-2021 08:22:02 | ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-11-2021 14:31:40 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | NO

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic nameis
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
I ngredient(s), route, use, formulation).
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-04-2021 08:22:02 | ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Mar-04-2021 08:22:02 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-03-2021 11:57:48 | ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Query response

Time (US & Canada) notes med was
given for COVID
treatment.
However,
medications should
only be reported on

this CRF if they are
PROHIBITED. As
this medication
does not meet the
definition of
prohibited, please
verify it was
entered in error.

Feb-26-2021 16:19:29 | ACVOPFEINFP6000 |(b) Query 2: Answered Medication given
(UTC-06:00) Central 4, during COVID
Time (US & Canada) (b)(6) treatment and
recorded
Feb-26-2021 10:05:06 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened CLINQUERY:
(UTC-06:00) Centra (6) Query response

Time (US & Canada)

notes subject was
taking Prednisone
for COVID.
However, asit was
not taken for 14

*** Confidential***
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090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

days, please verify
it does not meet the
definition of a
prohibited med per
section 6.5.1 of the
protocol. Please
verify it was
entered in error.

Feb-25-2021 19:26:18
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Candidate CLINQUERY:
Query response
notes subject was
taking Prednisone
for COVID.
However, asit was
not taken for 14
days, please verify
it does not meet the
definition of a
prohibited med per
section 6.5.1 of the
protocol. Please
verify it was
entered in error.

Feb-18-2021 11:20:25
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG6000

Svitlana
Tonkovyd

(b) (4)

Query 1: Closed Response satisfies
query

Feb-17-2021 13:21:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Query 1: Answered Correct as entered,
subject taking
Prednisone for
COVID lllness B
which does not
have an end date.

Feb-17-2021 07:52:20
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000

Svitlana
Tonkovyd

(b) (4)

Query 1: Opened GPD Clin;
Prednisone intake
was reported from
28 Dec till 01 Jan,
however, an
underlying medical
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Header Text: c4591001

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

condition has not
been captured in
the AE log (last
COVID symptom
resolved on 14
Dec). Please
review and update
AE log, else clarify
in query response.

Thanks
Feb-11-2021 14:31:40 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Prednisone
Time (US & Canada)
5. Dose:
Date L ocation User Value Reason
Mar-04-2021 08:22:14 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 14:31:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), 40
Time (US & Canada) (b) (6)
6. Dose Unit:
Date L ocation User Value Reason
Mar-04-2021 08:22:24 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Feb-11-2021 14:31:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), mg
Time (US & Canada) (b) (6)
7. Dose Frequency:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-04-2021 08:22:35 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),

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

Feb-11-2021 14:31:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), QD

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

8. Route:

Date L ocation User Value Reason
Mar-04-2021 08:22:50 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),

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

Feb-11-2021 14:31:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), ORAL

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

9. Start Date:

Date L ocation User Value Reason
Mar-04-2021 08:23:23 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),

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

Feb-11-2021 14:31:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), Dec/28/2020

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

10. Ongoing?

Date L ocation User Value Reason
Mar-04-2021 08:23:47 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centrad (4),

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

Feb-11-2021 14:31:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO

Time (US & Canada) (b) (6) End Date:
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Header Text: c4591001
Visit: Logs - Unscheduled

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Jan/1/2021
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Audit Trail History

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason

Mar-02-2021 11:26:49 | ACVOPFEINFP6000 |autocac |DataEntry: COVID treatment

(UTC-06:00) Centra (autocalc) removed as per

Time (US & Canada) query

Feb-11-2021 14:37:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) |2

Time (US & Canada)

2. Category:

Date L ocation User Value Reason

Mar-09-2021 13:31:53 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-09-2021 08:40:07 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Changed data per

(UTC-06:00) Centra (6) query

Time (US & Canada)

Mar-08-2021 05:29:08 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Please

(UTC-06:00) Central (6) inactivate all

Time (US & Canada) loglinesif not
required. Thank
you.

Mar-04-2021 08:24:22 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Feb-11-2021 14:38:13 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) Not Applicable

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation | User |Val ue Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-02-2021 11:26:49 | ACVOPFEINFP6000 |autocalc |DataEntry: COVID treatment
(UTC-06:00) Centra (autocalc) removed as per
Time (US & Canada) query
Feb-11-2021 14:37:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | NO

Time (US & Canada)

4, Medication:

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

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centrd (b) (6) query

Time (US & Canada)

Mar-04-2021 08:26:31 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Changed data per

(UTC-06:00) Centra (6) query

Time (US & Canada)

Mar-03-2021 10:39:47 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINQUERY:

(UTC-06:00) Centra (b) (6) Name of

Time (US & Canada) Medication was
removed for this
medication that
was not prohibited.
However, the rest
of the dataremains.
Please verify that
all datafor this
medication was
entered in error and
update CRF
accordingly.

Mar-02-2021 11:26:49 | ACVOPFEINFP6000 | auto query Query 1: Answered COVID treatment

(UTC-06:00) Central (autoquery) removed as per

Time (US & Canada) query
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-02-2021 11:26:49 | ACVOPFEINFP6000 |(b) Data Entry: COVID treatment
(UTC-06:00) Central (4), removed as per
Time (US & Canada) (Blte) query
Mar-01-2021 18:20:55 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINQUERY:
(UTC-06:00) Centra (b) (6) Query response

Time (US & Canada)

notes medications
given for COVID
treatment.
However,
medications should
only be reported if
they are
PROHIBITED. As
these medications
do not meet the
definition of
prohibited, please
verify they were
entered in error.

Feb-26-2021 16:20:33
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) Query 1: Answered Medication given
(4), during COVID
) treatment and
recorded

Feb-26-2021 15:00:36
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), Query 1: Opened CLINQUERY:
(b) (6) Doxycyclineis
reported as a
Prohibited
Medication.
However, this
medication is not
prohibited per
protocol. Please
verify it was
entered in error and
update CRF
accordingly.

Feb-11-2021 14:37:42
(UTC-06:00) Central

ACVOPFEINFPG000

(b) (4), (b) Data Entry: Initial Entry
(6) doxycycline
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Audit Trail History

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

5. Dose:

Date L ocation User Value Reason
Mar-04-2021 08:24:38 | ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,

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

Feb-11-2021 14:37:42 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 100

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

6. Dose Unit:

Date L ocation User Value Reason
Mar-04-2021 08:24:50 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),

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

Feb-11-2021 14:37:42 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), mg

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

7. Dose Frequency:

Date L ocation User Value Reason
Mar-04-2021 08:24:59 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),

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

Feb-11-2021 14:37:42 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd 4), BID

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

8. Route:

Date L ocation User Value Reason
Mar-04-2021 08:25:08 | ACVOPFEINFP6000 | ® . ® Data Entry: Transcription Error

*** Confidential***

Page 459 of 503

FDA-CBER-2021-5683-0792870




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Audit Trail History

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-06:00) Centra
Time (US & Canada)

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

Feb-11-2021 14:37:42 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), ORAL
Time (US & Canada) (b) (6)
9. Start Date:
Date L ocation User Value Reason
Mar-04-2021 08:25:21 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Feb-11-2021 14:37:42 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Dec/28/2020
Time (US & Canada) (b) (6)
10. Ongoing?
Date L ocation User Value Reason
Mar-04-2021 08:26:02 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 14:37:42 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/6/2021
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Header Text: ¢4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

SiteNo: 1114 Site Name: (1114) Alliance for Multispeciaty Research Inc

Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-04-2021 08:27:20 | ACVOPFEINFPG000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-11-2021 14:39:54 | ACVOPFEINFPG000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |3

Time (US & Canada)

2. Category:

Date Location User Value Reason
Mar-04-2021 08:27:06 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,

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

Feb-11-2021 14:40:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), CORTICOSTEROIDS

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-04-2021 08:27:20 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 14:39:54 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4, Medication:

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

Page 461 of 503

*** Confidential***
FDA-CBER-2021-5683-0792872



090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

I ngredient(s), route, use, formulation).

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-04-2021 08:27:20 | ACVOPFEINFPG000 | auto query Query 2: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 08:27:20 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-03-2021 11:58:55 | ACVOPFEINFP6000 |(b) (4), Query 2: Relissued:Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Query response

Time (US & Canada) notes med was
given for COVID
treatment.
However,
medications should
only be reported on
this CRF if they are
PROHIBITED. As
this medication
does not meet the
definition of
prohibited, please
verify it was
entered in error.

Feb-26-2021 16:21:51 | ACVOPFEINFP6000 |(b) Query 2: Answered Medication given

(UTC-06:00) Centrd (4), during COVID

Time (US & Canada) (b) (6) treatment and
recorded

Feb-26-2021 10:08:48 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened CLINQUERY:

(UTC-06:00) Centra (6) Query response

Time (US & Canada) notes subject was
taking Prednisone
for COVID.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

However, asit was
not taken for 14
days, please verify
it does not meet the
definition of a
prohibited med per
section 6.5.1 of the
protocol. Please
verify it was
entered in error.

Feb-25-2021 19:27:22
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG6000

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

Query 2: Candidate CLINQUERY:
Query response
notes subject was
taking Prednisone
for COVID.
However, asit was
not taken for 14
days, please verify
it does not meet the
definition of a
prohibited med per
section 6.5.1 of the
protocol. Please
verify it was
entered in error.

Feb-18-2021 11:28:47
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000

Svitlana
Tonkovyd

(b) (4)

Query 1: Closed participant is taking
prednisone due to
COVID, confirmed
by dataon COV
ILL #2 eCRF

Feb-17-2021 13:24:38
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG6000

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

Query 1: Answered Correct as entered.

Feb-17-2021 07:49:33
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Svitlana
Tonkovyd

(b) (4)

Query 1: Opened GPD Clin;
Prednisone intake
was reported from
27 Jan till 31 Jan,
however, an
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

underlying medical
condition/AE has
not been captured
in the AE log.
Please review and
update AE log, else
clarify in query
response. Thanks

Feb-11-2021 14:39:54 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) prednisone

Time (US & Canada)

5. Dose:!

Date L ocation User Value Reason

Mar-04-2021 08:27:35 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centra (4),

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

Feb-11-2021 14:39:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrd (4), 40

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

6. Dose Unit:

Date L ocation User Value Reason

Mar-04-2021 08:27:58 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centrad (4),

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

Feb-11-2021 14:39:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), mg

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

7. Dose Frequency:

Date L ocation User Value Reason

Mar-04-2021 08:28:42 | ACVOPFEINFP6000 Eg; @, ® Data Entry: Transcription Error

(UTC-06:00) Centrad
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Header Text: c4591001

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada) (b) (4), (b) (6)
Feb-11-2021 14:39:54 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), QD
Time (US & Canada) (b) (6)
8. Route:
Date Location User Value Reason
Mar-04-2021 08:36:40 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Feb-11-2021 14:39:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), ORAL
Time (US & Canada) (b) (6)
9. Start Date:
Date Location User Value Reason
Mar-04-2021 08:36:54 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 14:39:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/27/2021
Time (US & Canada) (b) (6)
10. Ongoing?
Date L ocation User Value Reason
Mar-04-2021 08:37:04 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 14:39:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:

Jan/31/2021
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-04-2021 08:37:42 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-11-2021 14:41:39 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |4

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-04-2021 08:37:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4),

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

Feb-11-2021 14:41:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-04-2021 08:37:42 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 14:41:39 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic nameis
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

I ngredient(s), route, use, formulation).

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-04-2021 08:37:42 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 08:37:42 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-03-2021 12:00:07 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Query response

Time (US & Canada) notes med was
given for COVID
treatment.
However,
medications should
only be reported on
this CRF if they are
PROHIBITED. As
this medication
does not meet the
definition of
prohibited, please
verify it was
entered in error.

Feb-26-2021 16:22:06 | ACVOPFEINFP6000 |(b) Query 1: Answered Medication given

(UTC-06:00) Centrd (4), during COVID

Time (US & Canada) (b) (6) treatment and
recorded

Feb-26-2021 14:59:28 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Aspirin is reported

Time (US & Canada) as a Prohibited
Medication.
However, this
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Header Text: c4591001

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

medication is not
prohibited per
protocol. Please
verify it was
entered in error and
update CRF
accordingly.

Feb-11-2021 14:41:39 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Aspirin

Time (US & Canada)

5. Dose:

Date L ocation User Value Reason

Mar-04-2021 08:38:21 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centra (4),

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

Feb-11-2021 14:41:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), 81

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

6. Dose Unit:

Date L ocation User Value Reason

Mar-04-2021 08:38:43 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4),

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

Feb-11-2021 14:41:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), mg

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

7. Dose Frequency:

Date L ocation User Value Reason

Mar-04-2021 08:38:53 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centrad (4),

Time (US & Canada) (b) (6)
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Subject No: 11141075
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Audit Trail History

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

Feb-11-2021 14:41:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), QD
Time (US & Canada) (b) (6)
8. Route:
Date L ocation User Value Reason
Mar-04-2021 08:39:07 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centrad (4),
Time (US & Canada) (b) (6)
Feb-11-2021 14:41:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), ORAL
Time (US & Canada) (b) (6)
9. Start Date:
Date Location User Value Reason
Mar-04-2021 08:39:28 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 14:41:39 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/13/2021
Time (US & Canada) (b) (6)
10. Ongoing?
Date Location User Value Reason
Mar-04-2021 08:39:20 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 14:41:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES
Time (US & Canada) (b) (6)
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Form Version: 22-Apr-2020 21:03 Form Status: Incomplete, Data Complete, Deleted, Verified

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-04-2021 08:40:15 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-11-2021 15:10:29 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |5

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-04-2021 08:39:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4),

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

Feb-11-2021 15:10:43 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-04-2021 08:40:15 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 15:10:29 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic nameis
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

I ngredient(s), route, use, formulation).

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-04-2021 08:40:15 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 08:40:15 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-03-2021 10:42:20 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Query response

Time (US & Canada) notes meds were
given for COVID
treatment.
However,
medications should
only be reported on

this CRF if they are
PROHIBITED. As
these medications
do not meet the
definition of
prohibited, please
verify they were
entered in error.

Feb-26-2021 16:22:19 | ACVOPFEINFP6000 |(b) Query 1: Answered Medication given
(UTC-06:00) Centrd (4), during COVID
Time (US & Canada) (b) (6) treatment and
recorded
Feb-26-2021 15:01:20 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:
(UTC-06:00) Central (b) (6) Ceftriaxoneis
Time (US & Canada) reported as a
Prohibited
Medication.
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Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

However, this
medication is not
prohibited per
protocol. Please
verify it was
entered in error and
update CRF
accordingly.

Feb-11-2021 15:10:29 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) ceftriaxone

Time (US & Canada)

5. Dose:!

Date L ocation User Value Reason

Mar-04-2021 08:40:27 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centra (4),

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

Feb-11-2021 15:10:29 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrd (4), 1

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

6. Dose Unit:

Date L ocation User Value Reason

Mar-04-2021 08:40:37 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4),

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

Feb-11-2021 15:10:29 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), g

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

7. Dose Frequency:

Date L ocation User Value Reason

Mar-04-2021 08:40:44 | ACVOPFEINFP6000 Eg; @, ® Data Entry: Transcription Error

(UTC-06:00) Centrad
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Header Text: c4591001

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

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

Feb-11-2021 15:10:29 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), QD
Time (US & Canada) (b) (6)
8. Route:
Date Location User Value Reason
Mar-04-2021 08:40:59 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Feb-11-2021 15:10:29 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), INTRAVENOUS
Time (US & Canada) (b) (6)
9. Start Date:
Date Location User Value Reason
Mar-04-2021 08:41:41 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Feb-11-2021 15:10:29 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/6/2021
Time (US & Canada) (b) (6)
10. Ongoing?
Date L ocation User Value Reason
Mar-04-2021 08:44:13 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 15:10:29 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:

Jan/13/2021
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-04-2021 08:45:05 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-11-2021 15:12:09 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 6

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-04-2021 08:44:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4),

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

Feb-11-2021 15:12:28 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-04-2021 08:45:05 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 15:12:09 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic nameis
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

I ngredient(s), route, use, formulation).

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-04-2021 08:45:05 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 08:45:05 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-03-2021 10:43:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Query response

Time (US & Canada) notes meds were
given for COVID
treatment.
However,
medications should
only be reported on

this CRF if they are
PROHIBITED. As
these medications
do not meet the
definition of
prohibited, please
verify they were
entered in error

Feb-26-2021 16:22:33 | ACVOPFEINFP6000 |(b) Query 1: Answered Medication given
(UTC-06:00) Centrd (4), during COVID
Time (US & Canada) (b) (6) treatment and
recorded
Feb-26-2021 15:02:04 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:
(UTC-06:00) Centrad (b) (6) Remdesivir is
Time (US & Canada) reported as a
Prohibited
Medication.
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

However, this
medication is not
prohibited per
protocol. Please
verify it was
entered in error and
update CRF
accordingly.

Feb-11-2021 15:12:09 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) remdesivir

Time (US & Canada)

5. Dose:!

Date L ocation User Value Reason

Mar-04-2021 08:45:16 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centra (4),

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

Feb-11-2021 15:12:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrd 4), 100

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

6. Dose Unit:

Date L ocation User Value Reason

Mar-04-2021 08:45:26 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4),

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

Feb-11-2021 15:12:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), mg

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

7. Dose Frequency:

Date L ocation User Value Reason

Mar-04-2021 08:45:42 | ACVOPFEINFP6000 Eg; @, ® Data Entry: Transcription Error

(UTC-06:00) Centrad
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Header Text: c4591001

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

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

Feb-11-2021 15:12:09 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), QD
Time (US & Canada) (b) (6)
8. Route:
Date Location User Value Reason
Mar-04-2021 08:46:00 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Feb-11-2021 15:12:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), INTRAVENOUS
Time (US & Canada) (b) (6)
9. Start Date:
Date Location User Value Reason
Mar-04-2021 08:46:16 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Feb-11-2021 15:12:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/6/2021
Time (US & Canada) (b) (6)
10. Ongoing?
Date L ocation User Value Reason
Mar-04-2021 08:46:24 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 15:12:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:

Jan/9/2021

*** Confidential***

Page 477 of 503

FDA-CBER-2021-5683-0792888




090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-04-2021 08:47:32 | ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-11-2021 15:13:27 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |7

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-04-2021 08:46:46 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4),

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

Feb-11-2021 15:13:38 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-04-2021 08:47:32 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 15:13:27 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic nameis
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

I ngredient(s), route, use, formulation).

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-04-2021 08:47:32 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 08:47:32 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-03-2021 10:50:09 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Query response

Time (US & Canada) notes meds were
given for COVID
treatment.
However,
medications should
only be reported on

this CRF if they are
PROHIBITED. As
these medications
do not meet the
definition of
prohibited, please
verify they were
entered in error

Feb-26-2021 16:22:57 | ACVOPFEINFP6000 |(b) Query 1: Answered Medication given
(UTC-06:00) Centrd (4), during COVID
Time (US & Canada) (b) (6) treatment and
recorded
Feb-26-2021 15:02:39 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:
(UTC-06:00) Central (b) (6) Zithromax is
Time (US & Canada) reported as a
Prohibited
Medication.
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

SiteNo: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc

Subject No: 11141075
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

However, this
medication is not
prohibited per
protocol. Please
verify it was
entered in error and
update CRF
accordingly.

Feb-11-2021 15:13:27 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) Zithromax

Time (US & Canada)

5. Dose:!

Date L ocation User Value Reason

Mar-04-2021 08:47:43 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centra (4),

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

Feb-11-2021 15:13:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrd 4), 500

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

6. Dose Unit:

Date L ocation User Value Reason

Mar-04-2021 08:47:58 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centrad (4),

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

Feb-11-2021 15:13:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), mg

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

7. Dose Frequency:

Date L ocation User Value Reason

Mar-04-2021 08:48:10 | ACVOPFEINFP6000 Eg; @, ® Data Entry: Transcription Error

(UTC-06:00) Centrad
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Header Text: c4591001

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada) (b) (4), (b) (6)
Feb-11-2021 15:13:27 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), ONCE
Time (US & Canada) (b) (6)
8. Route:
Date Location User Value Reason
Mar-04-2021 08:52:53 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Feb-11-2021 15:13:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), INTRAVENOUS
Time (US & Canada) (b) (6)
9. Start Date:
Date Location User Value Reason
Mar-04-2021 08:53:03 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 15:13:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/5/2021
Time (US & Canada) (b) (6)
10. Ongoing?
Date L ocation User Value Reason
Mar-04-2021 08:53:13 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 15:13:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/5/2021
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-04-2021 08:55:18 | ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-11-2021 15:34:55 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |8

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-04-2021 08:53:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4),

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

Feb-11-2021 15:35:12 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-04-2021 08:55:18 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 15:34:55 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic nameis
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

I ngredient(s), route, use, formulation).

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-04-2021 08:55:18 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 08:55:18 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-03-2021 10:51:20 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Query response

Time (US & Canada) notes meds were
given for COVID
treatment.
However,
medications should
only be reported on

this CRF if they are
PROHIBITED. As
these medications
do not meet the
definition of
prohibited, please
verify they were
entered in error

Feb-26-2021 16:22:45 | ACVOPFEINFP6000 |(b) Query 1: Answered Medication given

(UTC-06:00) Centrd (4), during COVID

Time (US & Canada) (b) (6) treatment and
recorded

Feb-26-2021 15:03:19 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:

(UTC-06:00) Centra (b) (6) Guaifenesinis

Time (US & Canada) reported as a
Prohibited
Medication.
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Header Text: c4591001

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

However, this
medication is not
prohibited per
protocol. Please
verify it was
entered in error and
update CRF
accordingly.

Feb-11-2021 15:34:55 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) Guaifenesin

Time (US & Canada)

5. Dose:!

Date L ocation User Value Reason

Mar-04-2021 08:55:40 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centra (4),

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

Feb-11-2021 17:17:32 | ACVOPFEINFP6000 |(b) Data Entry: New Information

(UTC-06:00) Centrd 4), 1200

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

Feb-11-2021 15:34:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), 2

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

6. Dose Unit:

Date L ocation User Value Reason

Mar-04-2021 08:55:57 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4),

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

Feb-11-2021 17:17:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), mg

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

7. Dose Frequency:
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Date Location User Value Reason
Mar-04-2021 08:56:09 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),

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

Feb-11-2021 15:34:55 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), BID

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

8. Route:

Date Location User Value Reason
Mar-04-2021 08:57:03 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),

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

Feb-11-2021 15:34:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), ORAL

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

9. Start Date:

Date Location User Value Reason
Mar-04-2021 08:57:15 | ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,

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

Feb-11-2021 15:34:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Jan/7/2021

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

10. Ongoing?

Date L ocation User Value Reason
Mar-04-2021 08:57:24 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),

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

Feb-11-2021 15:34:55 | ACVOPFEINFP6000 523 @, () Data Entry: Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-06:00) Central © NO
Time (US & Canada) Eb}(s) End Date:
Jan/13/2021
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-04-2021 08:58:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-11-2021 15:36:28 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |9

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-04-2021 08:57:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4,

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

Feb-11-2021 15:36:43 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-04-2021 08:58:09 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 15:36:28 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic nameis
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

I ngredient(s), route, use, formulation).

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-04-2021 08:58:09 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 08:58:09 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-03-2021 10:51:46 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Query response

Time (US & Canada) notes meds were
given for COVID
treatment.
However,
medications should
only be reported on
this CRF if they are
PROHIBITED. As
these medications
do not meet the
definition of
prohibited, please
verify they were
entered in error.

Feb-26-2021 16:23:12 | ACVOPFEINFP6000 |(b) Query 1: Answered Medication given

(UTC-06:00) Centrd (4), during COVID

Time (US & Canada) (b) (6) treatment and
recorded

Feb-26-2021 15:03:50 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Zofran is reported

Time (US & Canada) as a Prohibited
Medication.
However, this
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Header Text: c4591001

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

medication is not
prohibited per
protocol. Please
verify it was
entered in error and
update CRF
accordingly.

Feb-11-2021 15:36:28 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Zofran

Time (US & Canada)

5. Dose:

Date L ocation User Value Reason

Mar-04-2021 08:58:22 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centra (4),

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

Feb-11-2021 15:36:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, 4

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

6. Dose Unit:

Date L ocation User Value Reason

Mar-04-2021 08:58:44 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4),

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

Feb-11-2021 15:36:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), mg

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

7. Dose Frequency:

Date L ocation User Value Reason

Mar-04-2021 08:58:52 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centrad (4),

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

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Feb-11-2021 15:36:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), ONCE
Time (US & Canada) (b) (6)
8. Route:
Date L ocation User Value Reason
Mar-04-2021 08:58:59 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centrad (4),
Time (US & Canada) (b) (6)
Feb-11-2021 15:36:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), INTRAVENOUS
Time (US & Canada) (b) (6)
9. Start Date:
Date Location User Value Reason
Mar-04-2021 08:59:09 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 15:36:28 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/5/2021
Time (US & Canada) (b) (6)
10. Ongoing?
Date Location User Value Reason
Mar-04-2021 08:59:16 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 15:36:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/5/2021
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-04-2021 09:00:34 | ACVOPFEINFPG000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-11-2021 17:19:45 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 10

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-04-2021 09:00:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4),

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

Feb-11-2021 17:19:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-04-2021 09:00:34 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 17:19:45 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic nameis
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

I ngredient(s), route, use, formulation).

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-04-2021 09:00:34 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 09:00:34 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-03-2021 10:52:41 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Query response

Time (US & Canada) notes meds were
given for COVID
treatment.
However,
medications should
only be reported on

this CRF if they are
PROHIBITED. As
these medications
do not meet the
definition of
prohibited, please
verify they were
entered in error.

Feb-26-2021 16:23:24 | ACVOPFEINFP6000 |(b) Query 1: Answered Medication given
(UTC-06:00) Centrd (4), during COVID
Time (US & Canada) (b) (6) treatment and
recorded
Feb-26-2021 15:04:26 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:
(UTC-06:00) Centra (b) (6) Ventolin HFA is
Time (US & Canada) reported as a
Prohibited
Medication.
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Form Version: 22-Apr-2020 21:03
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

*** THISREPEATING FORM HASBEEN DELETED ***

090177e196ae3d52\Final\Final On: 01-Apr-2021 04:31 (GMT)

However, this
medication is not
prohibited per
protocol. Please
verify it was
entered in error and
update CRF
accordingly.

Feb-11-2021 17:19:45 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) Ventolin HFA

Time (US & Canada)

5. Dose:!

Date L ocation User Value Reason

Mar-04-2021 09:00:47 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centra (4),

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

Feb-11-2021 17:19:45 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centrd 4), 27

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

6. Dose Unit:

Date L ocation User Value Reason

Mar-04-2021 09:00:56 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centrad (4),

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

Feb-11-2021 17:19:45 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), g

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

7. Dose Frequency:

Date L ocation User Value Reason

Mar-04-2021 09:01:06 | ACVOPFEINFP6000 Egg Eg Data Entry: Transcription Error

(UTC-06:00) Centrad
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Header Text: c4591001

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada) (b) (4), (b) (6)
Feb-11-2021 17:19:45 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), QID
Time (US & Canada) (b) (6)
8. Route:
Date Location User Value Reason
Mar-04-2021 09:01:32 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Feb-11-2021 17:19:45 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), RESPIRATORY (INHALATI
Time (US & Canada) (b) (6) ON)
9. Start Date:
Date Location User Value Reason
Mar-04-2021 09:01:41 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 17:19:45 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/6/2021
Time (US & Canada) (b) (6)
10. Ongoing?
Date L ocation User Value Reason
Mar-04-2021 09:01:49 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),
Time (US & Canada) (b) (6)
Feb-11-2021 17:19:45 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/13/2021
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1114
Subject No: 11141075
Generated By: (b) (4)

Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-04-2021 09:02:20 | ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Centra (autocalc)

Time (US & Canada)

Feb-11-2021 17:20:43 | ACVOPFEINFPG000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 11

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-04-2021 09:02:06 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4),

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

Feb-11-2021 17:20:53 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-04-2021 09:02:20 | ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-11-2021 17:20:43 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic nameis
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1114) Alliance for Multispeciaty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

I ngredient(s), route, use, formulation).

Date L ocation User Value Reason

Mar-04-2021 13:19:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Mar-04-2021 09:02:20 | ACVOPFEINFPG000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 09:02:20 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-03-2021 10:53:23 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINQUERY:

(UTC-06:00) Central (b) (6) Query response

Time (US & Canada) notes meds were
given for COVID
treatment.
However,
medications should
only be reported on
this CRF if they are
PROHIBITED. As
these medications
do not meet the
definition of
prohibited, please
verify they were
entered in error

Feb-26-2021 16:23:36 | ACVOPFEINFP6000 |(b) Query 1: Answered Medication given

(UTC-06:00) Centrd (4), during COVID

Time (US & Canada) (b) (6) treatment and
recorded

Feb-26-2021 15:06:52 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:

(UTC-06:00) Centra (b) (6) Dexamethason is

Time (US & Canada) reported as a
Prohibited
Medication. Asthis
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Header Text: c4591001

Visit: Logs - Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

corticosteroid was
taken after Visit 3,
please verify itis
not a prohibited
medication per
section 6.5.1 of the
protocol.
Therefore, please
verify it was
entered in error.

Feb-11-2021 17:20:43 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Dexamethasone

Time (US & Canada)

5. Dose:

Date Location User Value Reason
Mar-04-2021 09:02:32 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),

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

Feb-11-2021 17:20:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 6

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

6. Dose Unit:

Date Location User Value Reason
Mar-04-2021 09:02:39 | ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,

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

Feb-11-2021 17:20:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), mg

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

7. Dose Frequency:

Date L ocation User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form Status: Incomplete, Data Complete, Deleted, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-04-2021 09:02:49 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,

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

Feb-11-2021 17:20:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), QD

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

8. Route:

Date L ocation User Value Reason
Mar-04-2021 09:02:58 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (4),

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

Feb-11-2021 17:20:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), ORAL

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

9. Start Date:

Date L ocation User Value Reason
Mar-04-2021 09:03:11 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),

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

Feb-11-2021 17:20:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), Jan/6/2021

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

10. Ongoing?

Date L ocation User Value Reason
Mar-04-2021 09:03:22 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centrad (4),

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

Feb-11-2021 17:20:43 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), YES

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

SiteNo: 1114

Generated By: (b) (4)

Header Text: c4591001
Visit: Potential ReVax Initial Contact -

Subject No: 11141075

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Time (US & Canada)

(b) (6)

Date L ocation User Value Reason
Feb-26-2021 15:45:31 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Jan/28/2021
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Header Text: ¢4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25

SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Trail History

Form Status. Data Complete, Frozen
Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

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

Date L ocation User Value Reason
Feb-26-2021 16:58:33 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Participant iswilling to retur
Time (US & Canada) (b) (6) n for Vaccination 3
Participant is:
eligible per local/national
recommendations and con
firmed to have received o
nly placebo at VVaccination
12
Feb-26-2021 15:45:59 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Feb-26-2021 15:45:16 | ACVOPFEINFP6000 | auto query Query 1: Candidate The response
(UTC-06:00) Centra (autoquery) indicates
Time (US & Canada) participant was
unblinded,
however the
TREATMENT
UNBLINDED date
ismissing in the
DISP visit. Please
complete this date.
Feb-26-2021 15:45:16 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Participant iswilling to retur
Time (US & Canada) (b) (6) n for Vaccination 3
Participant is:
eligible and NOT confirm
ed to have received only p
lacebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1114 Site Name: (1114) Alliance for Multispecialty Research Inc
Subject No: 11141075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-26-2021 15:45:59 | ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-06:00) Centrd 4, Feb/1/2021

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

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-26-2021 15:45:59 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), ASSESSELIGIBILITY FOR
Time (US & Canada) (b) (6) ADDITIONAL VACCINATI

ON
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

SiteNo: 1114
Subject No: 11141075
Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Subject Status

Date L ocation User Value Reason
Oct-12-2020 09:11:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | FOLLOW-UP

Time (US & Canada)

Aug-22-2020 12:34:14 | ACVOPFEINFP6000 |autocalc | DataEntry: Initial Entry
(UTC-06:00) Centrd (autocalc) | ENROLLED/RANDOMIZED

Time (US & Canada)

Aug-22-2020 12:20:04 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENED

Time (US & Canada)

2. Subject Status Date

Date L ocation User Value Reason
Oct-12-2020 09:11:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Oct/9/2020

Time (US & Canada)

Aug-22-2020 12:34:14 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Aug/21/2020

Time (US & Canada)

Aug-22-2020 12:20:04 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Aug/21/2020

Time (US & Canada)
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Header Text: c4591001
Visgit: Investigator Signature - Unscheduled

Form Version: 22-Apr-2020 21:04
SiteNo: 1114

Subject No: 11141075

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail
History

Form Status. Data Complete, Verified

Site Name: (1114) Alliance for Multispecialty Research Inc
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Casebook Signature

(UTC-06:00) Central
Time (US & Canada)

Date L ocation User Value Reason
Oct-21-2020 09:21:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

4) Click Hereto Enable

(b) (6)
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