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Header Text: C4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Cohort Selection

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

1. | Select appropriate response - 30 JUN 2020
Protocol version

2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?

Page 1 of 342
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/23/2020

Page 2 of 342
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Demography

Subject ID

[12313510]

Birth Date:

(b) (6)/1990

Sex:

FEMALE

HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

Race: (Check X al that apply):

WHITE

1
2
3
4. | Ethnicity:
5
6

Racia Designation:

*** Confidential***
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/23/2020
2. | Erroneous Visit
Page 4 of 342
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Site

Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 21-Aug-2020 02:50

No: 1231

Subject No: 12313510
Generated By:

(b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Study eligibility requires subjects to meet al inclusion criteria (Y ES) and Not meet exclusion criteria (NO).

Inclusion Criteria

la

Inclusion Number: 1
Criterion Description: Male or femal e participants between the ages of 18 and 55 years, inclusive, 65 and
85 years, inclusive, or 18 and 85 years, inclusive, at randomization (dependent
upon study stage)
Criterion met? YES
Criterion ID: (For Pfizer use only) | INOLAOCO
1b Inclusion Number: 2

Criterion Description:

Participants who are willing and able to comply with all scheduled visits,
vaccination plan, laboratory tests, lifestyle considerations, and other study
procedures

Criterion met? YES
Criterion ID: (For Pfizer use only) | INO2A0CO
1.¢ || Inclusion Number: 3

Criterion Description:

Healthy participants who are determined by medical history, physical examination,
and clinical judgment of the investigator to be eligible for inclusion in the study

Criterion met?

YES

Criterion ID: (For Pfizer use only)

INO3AQ0

1d

Inclusion Number:

4

Criterion Description:

Capable of giving personal signed informed consent, which includes compliance
with the requirements and restrictions listed in the ICD and in this protocol

Criterion met? YES
Criterion ID: (For Pfizer use only) | INO4A00
Exclusion Criteria
2.2 || Exclusion Number: 1

Criterion Description:

Other medical or psychiatric condition incl. recent (within past year) or active
suicidal ideation/behavior/lab abnormality that may increase the risk of study
participation

Criterion met?

NO

*** Confidential***
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Criterion ID: (For Pfizer use only) | EXO01AQ00
2b || Exclusion Number: 2
Criterion Description: Known infection with human immunodeficiency virus (HIV), hepatitis C virus
(HCV), or hepatitis B virus (HBV)
Criterion met? NO
Criterion ID: (For Pfizer use only) | EX02A00
2.¢ || Exclusion Number: 3
Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe allergic
reaction (eg, anaphylaxis) to any component of the study intervention(s)
Criterion met? NO
Criterion ID: (For Pfizer use only) | EX03A00
2.4 || Exclusion Number: 4
Criterion Description: Receipt of medicationsintended to prevent COVID-19
Criterion met? NO
Criterion ID: (For Pfizer use only) | EX04A00
2.2 || Exclusion Number: 8

Criterion Description:

Immunocompromised individuals with known or suspected immunodeficiency, as
determined by history and/or laboratory/physical examination

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX08AQ0

2f

Exclusion Number:

10

Criterion Description:

Bleeding diathesis or condition associated with prolonged bleeding that would, in
the opinion of the investigator, contraindicate intramuscular injection

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX10A00

29

Exclusion Number:

1

Criterion Description:

Women who are pregnant or breastfeeding

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX11A00

Page 6 of 342
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510
Generated By:

(b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

2.h

Exclusion Number:

12

Criterion Description:

Previous vaccination with any coronavirus vaccine

Criterion met? NO
Criterion ID: (For Pfizer use only) | EX12A00
21 || Exclusion Number: 13
Criterion Description: Subjects who receive immunosuppressive therapy, such as cytotoxic agents or
systemic corticosteroids
Criterion met? NO
Criterion ID: (For Pfizer use only) | EX13A01
2J || Exclusion Number: 15
Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60 days before study
intervention administration or planned receipt throughout the study
Criterion met? NO
Criterion ID: (For Pfizer useonly) | EX14A01
2k || Exclusion Number: 16
Criterion Description: Participation in other studies involving study intervention within 28 days prior to
study entry and/or during study participation
Criterion met? NO
Criterion ID: (For Pfizer use only) | EX15A01
21 | Exclusion Number: 17
Criterion Description: Previous participation in other studies involving study intervention containing lipid
nanoparticles
Criterion met? NO
Criterion ID: (For Pfizer useonly) | EX16A01
2m || Exclusion Number: 22

Criterion Description:

Investigator site staff or Pfizer employees directly involved in the conduct of the
study, site staff otherwise supervised by the investigator, and their respective family
members

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX21A01

*** Confidential***
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/23/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 8 of 342
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Form Comments

Medical History Details

*** Confidential***

1. || Line/MH Number: Not Applicable
[]
Disease/Syndrome/Surgery Not Applicable
/Non-Drug Allergies/Drug
Allergies: []
Start Date: Not Applicable
"
Ongoing: Not Applicable
Page 9 of 342
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Vital Signs
1. |Date: Aug/23/2020
2. | Weight: [72.9]
3. | Unit: kg
4. | Height: [170.0]
5. [ Unit: cm
6. | Body Mass Index: [25.2]
Vital Signs Details
7|/ Record Identifier: 1
Temperature: [36.6]
Unit: C
Temperature Location: ORAL CAVITY
Page 10 of 342
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. [Lab Pandl: URINALY SIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Aug/23/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta. PX113
Result: NEGATIVE
Not Done:
Page 11 of 342
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Disposition
1. [ Randomization Date : Aug/23/2020
2. | Randomization Number: [62976]
3. | Randomization Group: [
Page 12 of 342
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES

Date of Collection:

Aug/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.
Sa|| sampleID [BNTNG1]
5b |l sample 1D [BNTNGZ]
5 || sampleID [BP24CY]
5d || sample 1D [BP24CZ]
5€|| sampleID [BP24D0]

Page 13 of 342
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/23/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BP26GL]
Page 14 of 342
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

*** Confidential***

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | DoseDate Time: Aug/23/2020 16:05

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [

9. | Unit:

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

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

Page 15 of 342
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

Page 16 of 342
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Oct/9/2020
2. | Erroneous Visit
Page 17 of 342
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Vital Signs
1. | Date: Oct/9/2020
Vital Signs Details
2| | Record I dentifier: 1
Temperature: [36.9]
Unit: C
Temperature Location: ORAL CAVITY
Page 18 of 342
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Header Text: C4591001

Visit: V2 VAX2_L

Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. [Lab Pandl: URINALY SIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Oct/9/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta. PX113
Result: NEGATIVE
Not Done:
Page 19 of 342
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Header Text: C4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/9/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BP1V4T]
Page 20 of 342
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Header Text: C4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VACCINATION
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Form Comments
eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of Not Done Comments
vaccination?
2. | Treatment Name Not Done Comments
[]
3. | Formulation: Not Done Comments
4. | Dose Date Time: Not Done Comments
1
5. | Anatomical Location: Not Done Comments
6. | Body Side: Not Done Comments
7. | Route: Not Done Comments
8. | Actua Dose: Not Done Comments
[]
9. | Unit: Not Done Comments
10. | Timeframe Subject Was Observed Not Done Comments
11. | Was the subject observed for at least | Not Done Comments
the protocol specified observation
period after investigational product
administration?
Page 21 of 342
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Nov/12/2020
2. | Erroneous Visit
Page 22 of 342
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Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/12/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BYF6Y]
5b |l sample 1D [BNTR28]
5C || sample1D [BP1PFO]
Page 23 of 342
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/5/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A

Page 24 of 342
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Header Text: C4591001

on Sep/05/2020
Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Signsand Symptoms

*** Confidential***

1. | Date of Assessment: Sep/5/2020
2. | Date of First Symptom Started: Sep/4/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Sep/7/2020
Symptoms
4.2 || 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? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12313510

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Symptoms - Other
5a|| symptoms - Other Text: [asthenia]
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Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:54

Subject No: 12313510

Form: MICROBIOLOGY SPECIMEN

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
“ Date qf C | Specimen Typ Sp.eC|men Cpllec Assay Code and Description Device Type Form Instan
ollection e tion Location ce
1. | Sep/5/202 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESPSYND | SARS-COV-2DIAG | Repeating
0 ATERIAL X ROME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN
on Sep/05/2020

Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection: Sep/5/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMS IAMP COVID-19 DETECTION KIT
7. | Test Result: POSITIVE
8. | Comments/Findings/Details: [
9. | Trade Name Other, Specify: [
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Sep/05/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or [Sample collected by ateam physician]
sample was not collected according
to protocol, please provide reason:
Aliquot

Please enter barcode for each aiquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Sep/05/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/5/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sample 1D [BPLTCW]
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: HEALTH CARE UTILIZATION
on Sep/05/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

lc

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Health Care Utilization

3.

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

NO

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12313510

Form: RESPIRATORY TREATMENT

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat
# Form Instance
r d t t e
1 Repeating Pages
Page 32 of 342

*** Confidential***
FDA-CBER-2021-5683-0875244




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Form Status. Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Respiratory Treatment

1

What is the treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

[]

Start Date:

1

IS2B LI I I

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: ILLNESS DETAILS
on Sep/05/2020

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS
2. | Was adiagnosis obtained for YES
Potential COVID-19 |lIness? Resp| ratory 1lIness D|agnos|s
[COVID-19]
Date of Diagnosis:
Sep/5/2020
3. | Toxicity Grade: 1
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

# | Category of Clinical Event:

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

1

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status. Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was adiagnosis obtained?
4. | Toxicity Grade:
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Header Text: C4591001
Visit; POT_COVID_ILL

Site No: 1231

Subject No: 12313510

1

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Category for Lab | Vendor Na Collectl.on D | Specimen T L ab Result Form Instance
Test me ate: ype
L Sponsor-Defined Ide | Test | Resul Repesting
ntifier : t: Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Lab Chemistry Details

1

Lab Panel:

2.

Laboratory Name and Address

3.

Collection Date:

1

Specimen Type:

Lab

Result

Sponsor 1D:

[]

Test:

Result:

[]

Not Done:

LNMT

Low

[]
High

Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313510

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e

Sponsor-Defined | | Tes | Resu Repeating
dentifier t | It Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Laboratory Data Hematology

1

Lab Panel:

2.

Laboratory Name and Address

3.

Collection Date:

1

Specimen Type:

Lab

Result

Sponsor 1D:

[]

Test:

Result:

[]

Not Done:

LNMT

Low

[]
High

Unit

Page 40 of 342

*** Confidential***
FDA-CBER-2021-5683-0875252




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313510

Form: VITAL SIGNS- COVID

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
1 Record | dentifier: Systolic: Diastolic: Repesting Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Vital Signs

1. | Date: I

Vital Signs Details

2. || Record Identifier:
Systalic: [
Diastolic: [1
Respiratory Rate in [1
respirations/minute:
Heart Rate in beats/minute; [1
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12313510

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
1 Record | dentifier: Oxygen Saturation Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1-Unscheduled Visit  Form: VITAL SIGNS- PULSE OX ROOM AIR
on Sep/05/2020

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Vital Signs

1. | Date: I

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry % [

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

# | Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: I
2. | Arteria Blood Gases PaO2 [
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):

—

]
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12313510

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
“ Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier cation e-specified ation ate e
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 06-Jul-2020 21:55
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

1

Ongoing?
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Header Text: C4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21
SiteNo: 1231

Subject No: 12313510

Form: IMAGING

:53

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20

# | Dateof Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance

1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313510

Generated By:

(b) (4)

Form: IMAGING

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Imaging

1

Date of Assessment:

1

Location of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/14/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/14/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: CoviD_B
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Header Text: C4591001

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

on Nov/14/2020

Form Version: 10-Oct-2020 16:02

Site No: 1231

Subject No: 12313510

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Nov/14/2020
2. | Date of First Symptom Started: Oct/30/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/12/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? YES
41 || symptoms: VOMITING
Was symptom present? NO
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Header Text: C4591001

on Nov/14/2020

Site No: 1231

Subject No: 12313510

Form Version: 10-Oct-2020 16:02

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Symptoms - Other

5. Symptoms - Other Text:

(]

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313510

Form: MICROBIOLOGY SPECIMEN

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
“ Date qf C | Specimen Typ Sp.eC|men Cpllec Assay Code and Description Device Type Form Instan
ollection e tion Location ce
1. | Nov/14/20 | SWABBED M | NASOPHARYN | SEVERE ACUTERESPSYND |SARS-COV-2DIAG | Repeating
20 ATERIAL X ROME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN
on Nov/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

*** Confidential***

1. [ Actual Date of Collection: Nov/14/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMS IAMP COVID-19 DETECTION KIT
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [
9. | Trade Name Other, Specify: [
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Nov/14/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or [sample collected by team physician]
sample was not collected according
to protocol, please provide reason:
Aliquot

Please enter barcode for each aiquot.

5.

Sample ID

[]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Nov/14/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/14/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPT85Y]
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Header Text: C4591001

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

on Nov/14/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
Health Care Utilization
1a|| prysician or Hedlthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts. | NO
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts. | NO
1.d || physician or Hedlthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts. | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visitsor Contacts. | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts. | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[[]
Health Care Utilization
3. | Has the subject been hospitalized NO
due to potential COVID-19 illness?
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12313510

Form: RESPIRATORY TREATMENT

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat
# Form Instance
r d t t e
1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Form Status. Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Respiratory Treatment

1

What is the treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

[]

Start Date:

1

IS2B LI I I

Ongoing?
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: ILLNESS DETAILS
on Nov/14/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS
2. | Was adiagnosis obtained for YES
Potential COVID-19 |lIness? Resp| ratory 1lIness D|agnos|s
[Gastroenteritis)
Date of Diagnosis:
Nov/13/2020
3. | Toxicity Grade: 1
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 17-Jul-2020 21:55
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

# | Category of Clinical Event:

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

1

Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: ILLNESS DETAILS - SEVERE
on Nov/14/2020

Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status. Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:

*** Confidential***
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Header Text: C4591001
Visit; POT_COVID_ILL

2

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12313510

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Category for Lab | Vendor Na Collectl.on D | Specimen T L ab Result Form Instance
Test me ate: ype
L Sponsor-Defined Ide | Test | Resul Repesting
ntifier : t: Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/14/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Lab Chemistry Details

1

Lab Panel:

2.

Laboratory Name and Address

3.

Collection Date:

1

Specimen Type:

Lab

Result

Sponsor 1D:

[]

Test:

Result:

[]

Not Done:

LNMT

Low

[]
High

Unit

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313510

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e

Sponsor-Defined | | Tes | Resu Repeating
dentifier t | It Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/14/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Laboratory Data Hematology

1

Lab Panel:

2.

Laboratory Name and Address

3.

Collection Date:

1

Specimen Type:

Lab

Result

Sponsor 1D:

[]

Test:

Result:

[]

Not Done:

LNMT

Low

[]
High

Unit

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313510

Form: VITAL SIGNS- COVID

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
1 Record | dentifier: Systolic: Diastolic: Repesting Pages
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Header Text: C4591001

on Nov/14/2020

Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:50

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form: VITAL SIGNS- COVID

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Rate in
respirations/minute:

[]

Heart Rate in beatsminute:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12313510

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
1 Record | dentifier: Oxygen Saturation Repeating Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: VITAL SIGNS - PULSE OX ROOM AIR
on Nov/14/2020
Form Version: 21-Aug-2020 02:51 Form Status: Not Started
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Vital Signs
1. |Date: 1
Vital Signs Details
2. || Record I dentifier:

SPO2 Pulse Oximetry % [1
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

# | Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) Form Instance

1

Repeating Pages
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Header Text: C4591001

on Nov/14/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form: OXY GENATION PARAMETERS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

1

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):

—

]

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:55

Site No: 1231

Subject No: 12313510

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
“ Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier cation e-specified ation ate e
1 Repeating
Pages
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Header Text: C4591001

on Nov/14/2020
Form Version: 06-Jul-2020 21:55
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Concomitant Medications

1. | What isthe medication identifier?

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

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

formulation).
5. | Start Date: 1
6. | Ongoing?

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21
SiteNo: 1231

Subject No: 12313510

Form: IMAGING

:53

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20

# | Dateof Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance

1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313510
Generated By:

(b) (4)

Form: IMAGING

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Imaging

1

Date of Assessment:

1

Location of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/28/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: CoviD_C
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Header Text: C4591001

on Dec/28/2020
Form Version: 10-Dec-2020 02:29
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Signsand Symptoms

*** Confidential***

1. | Date of Assessment: Dec/28/2020
2. | Date of First Symptom Started: Dec/22/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Jan/2/2021
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Was symptom present? YES
41 || symptoms: VOMITING
Was symptom present? NO
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Dec/28/2020

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313510

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Symptoms - Other

5. Symptoms - Other Text:

(]
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Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 3
Form Version: 06-Jul-2020 21:54

Subject No: 12313510

Form: MICROBIOLOGY SPECIMEN

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
“ Date qf C | Specimen Typ Sp.eC|men Cpllec Assay Code and Description Device Type Form Instan
ollection e tion Location ce
1. | Dec/28/20 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESPSYND |SARS-COV-2DIAG | Repeating
20 ATERIAL X ROME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN
on Dec/28/2020

Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. [ Actual Date of Collection: Dec/28/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMS IAMP COVID-19 DETECTION KIT
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [
9. | Trade Name Other, Specify: [
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Dec/28/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or [sample collected by ateam physician]
sample was not collected according
to protocol, please provide reason:
Aliquot

Please enter barcode for each aiquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Dec/28/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Dec/28/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sample 1D [BPWSGH]
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: HEALTH CARE UTILIZATION
on Dec/28/2020

Form Version: 10-Dec-2020 02:26
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

lc

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Health Care Utilization

3.

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

NO

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12313510

Form: RESPIRATORY TREATMENT

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat
# Form Instance
r d t t e
1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Form Status. Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Respiratory Treatment

1

What is the treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

[]

Start Date:

1

IS2B LI I I

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS
2. | Was adiagnosis obtained for YES
Potential COVID-19 |lIness? Resp| ratory 1lIness D|agnos|s
[pharyngitis]
Date of Diagnosis:
Dec/27/2020
3. | Toxicity Grade: 2
Page 88 of 342
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 17-Jul-2020 21:55
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

# | Category of Clinical Event:

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

1

Repeating Pages

*** Confidential***

Page 89 of 342

FDA-CBER-2021-5683-0875301




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status. Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was adiagnosis obtained?
4. | Toxicity Grade:
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Header Text: C4591001
Visit; POT_COVID_ILL

Site No: 1231

Subject No: 12313510

3

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Category for Lab | Vendor Na Collectl.on D | Specimen T L ab Result Form Instance
Test me ate: ype
L Sponsor-Defined Ide | Test | Resul Repesting
ntifier : t: Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Lab Chemistry Details

1

Lab Panel:

2.

Laboratory Name and Address

3.

Collection Date:

1

Specimen Type:

Lab

Result

Sponsor 1D:

[]

Test:

Result:

[]

Not Done:

LNMT

Low

[]
High

Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313510

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e

Sponsor-Defined | | Tes | Resu Repeating
dentifier t | It Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Laboratory Data Hematology

1

Lab Panel:

2.

Laboratory Name and Address

3.

Collection Date:

1

Specimen Type:

Lab

Result

Sponsor 1D:

[]

Test:

Result:

[]

Not Done:

LNMT

Low

[]
High

Unit

Page 94 of 342

*** Confidential***
FDA-CBER-2021-5683-0875306




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313510

Form: VITAL SIGNS- COVID

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
1 Record | dentifier: Systolic: Diastolic: Repesting Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Vital Signs

1. | Date: I

Vital Signs Details

2. || Record Identifier:
Systalic: [
Diastolic: [1
Respiratory Rate in [1
respirations/minute:
Heart Rate in beats/minute; [1
Page 96 of 342
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Site No: 1231

Subject No: 12313510

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
1 Record | dentifier: Oxygen Saturation Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: VITAL SIGNS- PULSE OX ROOM AIR
on Dec/28/2020

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Vital Signs

1. | Date: I

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry % [

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

# | Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: I
2. | Arteria Blood Gases PaO2 [
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):

—

]
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Site No: 1231

Subject No: 12313510

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
“ Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier cation e-specified ation ate e
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 06-Jul-2020 21:55
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

1

Ongoing?
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Header Text: C4591001
Visit: POT_COVID_ILL 3
Form Version: 06-Jul-2020 21
SiteNo: 1231

Subject No: 12313510

Form: IMAGING

:53

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20

# | Dateof Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance

1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313510

Generated By:

(b) (4)

Form: IMAGING

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Imaging

1

Date of Assessment:

1

Location of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Oct/09/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/9/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A1l

Page 105 of 342
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Oct/09/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

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 [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BNTMP4]
Sb || sample 1D [BNTMPL]
5 || sampleID [BK PFO6]
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Jan/25/2021

Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/25/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: CoviD_B1

Page 107 of 342
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Jan/25/2021

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Jan/25/2021
4. | If no sample was collected or [Sample corresponding to Covid B and C. The volunteer could not attend before for
sample was not collected according | personal reasons.]
to protocol, please provide reason:

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Aliquot
Please enter barcode for each aliquot.
52 || sample D [BPW6CS]
Sb || sample 1D [BRYWA4S]
5 || sampleID [BRYWA4Y]
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Site No: 1231

Generated By:

Header Text: C4591001
Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02

Subject No: 12313510

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Unplanned Assessments

1. | Assessments

Page 110 of 342

*** Confidential***
FDA-CBER-2021-5683-0875322




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation | Oct/9/2020
/Desth :
2. | Phase of Disposition: VACCINATION
3. | Status: NO LONGER MEETS ELIGIBILITY CRITERIA
4. | Specify Status: [Exclusion criteria: Previous diagnosis (clinical or microbiological) of COVID-19]

Page 111 of 342
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Header Text: C4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Disposition - Follow-Up

1. | Date of Completion/Discontinuation
/Degth :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repest Swab:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

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 D []
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Site No: 1231

Generated By:

Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 22-Apr-2020 21:02

Subject No: 12313510

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 28-Mar-2021 02:28

SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Vital Signs

1. | Date: 1

Vital Signs Details

2. Record Identifier:

Temperature: [1

Unit:

Temperature Location:
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Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Lab

Urinalysis

1

Lab Panel:

Lab Sub-Panel:

Collection Date:

1

2
3.
4

Laboratory Name and Address
(Derived)

Specimen Type:

Result

Sponsor 1D:

Test:

Resullt:

Not Done:

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Vaccination

1. | Wasthere atemporary delay of
vaccination?

Treatment Name [

Formulation:

Dose Date Time: /!

Anatomical Location:

Body Side:

Route:

Actua Dose: [

Wl | N|o[al kMWD

Unit:

=
o

Timeframe Subject Was Observed

[y
=

. | Was the subject observed for at |east
the protocol specified observation
period after investigational product
administration?
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

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: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Feb/19/2021
2. | Erroneous Visit
Page 121 of 342

FDA-CBER-2021-5683-0875333




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

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 other protocol allowance(s) and confirmed to have received only
placebo at Vaccination 1/2
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Feb/24/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/24/2021
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Form Comments

Inclusion Criteria Not M et

1

*** Confidential***

Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Completion/Discontinuation
/Desth :

Feb/24/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

3. | Status:

COMPLETED

4. | Specify Status:

[]
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 20-Feb-2021 02:14
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. [Lab Pandl: URINALY SIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Feb/24/2021
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta. PX113
Result: NEGATIVE
Not Done:
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/24/2021
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BRZ16R]
5b |l sample 1D [BR219V]
5C || sample D [BRZ168]
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/24/2021
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BR28JT]
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/24/2021 15:24
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: C4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Mar/18/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V102 VAX4

Form Version: 20-Feb-2021 02:14
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Lab Urinalysis
1. [Lab Pandl: URINALY SIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Mar/18/2021
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta. PX113
Result: NEGATIVE
Not Done:
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Header Text: C4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/18/2021
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BRNONX]
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Header Text: C4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/18/2021 12:23
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 134 of 342

*** Confidential***

FDA-CBER-2021-5683-0875346




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1231

Form: DATE OF VISIT
Form Status: Not Started
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date of Visit
1. | Date of Visit I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V103_ MONTH1

Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:
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Header Text: C4591001

Visit: V104 MONTH®6

Form Version: 22-Apr-2020 21:02
Site No: 1231

Form: DATE OF VISIT
Form Status: Not Started
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date of Visit
1. | Date of Visit I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:
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Header Text: C4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
Site No: 1231

Form: DATE OF VISIT
Form Status: Not Started
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date of Visit
1. | Date of Visit I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:
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Header Text: C4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Disposition - Treatment

1. | Date of Completion/Discontinuation
/Degth :

2 | Phase of Disposition

3. | Status:

4. | Specify Status:

*** Confidential***
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1231

Form: ADVERSE EVENT REPORT

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Category AE !dentlf Adverse Ev Start Date IstheAdverspT Event Still Form Instance
ier ent Ongoing
1. DELETED | ADVERSEEV |1 Diarrhea Oct/30/20200 |YES Repeating
ENT 9:00 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
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
*** 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: [Diarrhea)
(If possible specify diagnosis, not
individua symptoms)
4. | Start Date Time: O6tf30/2020-09:00
5. | Isthe adverse event still ongoing? YES
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. | Isthisadverseevent theresultof a | NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment:
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | NO

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

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

NO

15. | Serious Adverse Event Number: For
Pfizer Use Only

—
[a—
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Header Text: C4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54
SiteNo: 1231

Subject No: 12313510

Form: MEDICATION ERROR

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Categor | Medication Er | Start Da | Isthemedication error Still On | Study Medication Errors A
# . - Form Instance
y ror te going ction
1. Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: MEDICATION ERROR

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Medication Error

1. | Category:

2. | Medication Error (Type of []
Medication Error):

3. | Start Date: I

4. | Isthe medication error still ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was aNon-Drug Treatment given?

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

9. | Was this medication error associated
with any adverse events?

10. | Serious Adverse Event Number: For |[]

Pfizer Use Only
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Header Text: C4591001
Visit: Logs

SiteNo: 1231

Subject No: 12313510

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier cation e-specified ation ate e
1. Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Date:

1
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Header Text: C4591001
Visit: Logs

Site No: 1231

Subject No: 12313510

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
“ Sponsor-Defined | | Category for Me | Concomitant MedicationsP | Name of Medi | Dose Descri | Form Instanc
dentifier dication re-specified cation ption e
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

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

5. | Dose: [

6. | Dose Unit:

7. | Dose Freguency:

8. | Route:

9. | Start Date: 1

10. | Ongoing?
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Header Text: C4591001
Visit: Logs

Site No: 1231

Subject No: 12313510

Form Version: 22-Apr-2020 21:02

Form: RADIATION TREATMENT

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
# Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Start Dat Form Instance
y r d t e
1 Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status. Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment |dentifier?

—
[a—

3. | Concomitant Non-drug Treatment

Pre-specified:
4. | Treatment: []
5. | Start Date: 1
6. | Ongoing?
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510

Form: TRANSFUSIONS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
# 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: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

1
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Feb/19/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status. Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

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

20:20

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

1
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510

Form: DEATH DETAILS CODED

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Death:

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Death Details
1. | Date of Collection/ Notificationof | //

Cause of Death

2.

Cause of Death Status:

Cause of Death:

[]

*** Confidential***
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Header Text: C4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Subject Status

1. | Subject Status

DISCONTINUED

2. | Subject Status Date

Oct/9/2020
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable

*** Confidential***
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Audit Trail
Thisform requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-19-2021 17:01:27 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1231

Argerich

Subject No: 12313510

Subject Initials; ---

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

*** Confidential***

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
Form | Aug-23-2020 17:37:04 (UTC-03:00) City of MartinaDavalli | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510

Form: VACCINATION - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
Form | Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires (4),
(b) (6) Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
1 Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) (6 Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
2 Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) (6 Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
3 Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) (6 Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Item | Date User Comment
4 Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) () Not Done
4 | Oct-12-2020 10:29:43 (UTC-03:00) City of (b) (4), (b) Due to meeting the exclusion criteria of Previous
Buenos Aires (6) diagnosis (clinical or microbiological) of

COVID-19, the volunteer does not receive a
second dose of the research product but will
continue in the protocol.

Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
5 Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) (6 Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Item | Date User Comment
6 Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) (6) Not Done
6  |Oct-12-2020 10:29:56 (UTC-03:00) City of (b) (4), (b) Due to meeting the exclusion criteria of Previous
Buenos Aires (6) diagnosis (clinical or microbiological) of
COVID-19, the volunteer does not receive a
second dose of the research product but will
continue in the protocol.
Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
7 Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) (6 Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
8 Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) (6 Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
9 Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) (6 Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
10 |Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) (6 Not Done
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

*** Confidential***

Item | Date User Comment
11 | Oct-23-2020 15:29:10 (UTC-03:00) City of (b) subject discontinued on this visit
Buenos Aires 4),
(b) (6) Not Done
11 | Oct-12-2020 10:30:26 (UTC-03:00) City of (b) (4), (b) Due to meeting the exclusion criteria of Previous
Buenos Aires (6) diagnosis (clinical or microbiological) of
COVID-19, the volunteer does not receive a
second dose of the research product but will
continue in the protocol.
Not Done
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1231

Subject No: 12313510

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
Form | Feb-24-2021 17:25:26 (UTC-03:00) City of (b) (4), () | Not Applicable
Buenos Aires (6)
Page 174 of 342

*** Confidential***
FDA-CBER-2021-5683-0875386




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

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

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-19-2021 17:01:27 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

() (6) N/A Mar-18-2021 14:49:50 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-09-2021 14:43:19 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Feb-24-2021 17:25:03 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(b) (6) Approved Feb-22-2021 18:21:13 (UTC-03:00) City of BOOK Signed

Buenos Aires

Affidavit:
By my dated signature below, I,/ (b) (6)  verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

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

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

(b) (6) N/A Feb-19-2021 12:10:04 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Jan-29-2021 16:50:42 (UTC-03:00) City of BOOK Signed

Buenos Aires

Affidavit:
By my dated signature below, |, (b) (6) , verify that al case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

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

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

(b) (6) N/A Jan-25-2021 15:32:12 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Jan-20-2021 19:55:23 (UTC-03:00) City of BOOK Signed
Buenos Aires
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Header Text: C4591001

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

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Affidavit:

By my dated signature below, I, (b) (6)  verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

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

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

(b) (6) N/A Dec-30-2020 12:31:05 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated

Affidavit:

N/A
Fernando Approved Nov-16-2020 11:24:56 (UTC-03:00) City of BOOK Signed
Polack Buenos Aires

Affidavit:

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature 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 Nov-13-2020 17:44:24 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated

Affidavit:

N/A

(b) (6) Approved Nov-13-2020 10:58:40 (UTC-03:00) City of BOOK Signed
Buenos Aires

Affidavit:

By my dated signature below, [, (b) (6) verify that all case report form pages accurately display the results of the

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(b) (6) N/A Nov-12-2020 10:53:34 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-06-2020 14:14:37 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, [, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-23-2020 17:34:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 30 JUN 2020
Buenos Aires (b) (4)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-23-2020 17:34:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli STAGE 3 COHORTS
Buenos Aires (b) (4)

Page 179 of 342

*** Confidential***

FDA-CBER-2021-5683-0875391




Header Text: C4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Aug-23-2020 17:34:56 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli OBTAINED
Buenos Aires (b) (4) Date Written Consent Obtained

Aug/23/2020

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

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

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Subject ID
Date L ocation User Value Reason
Aug-23-2020 15:23:47 ACVOPFEINFPE000 |autocalc |DataEntry: Item copied from
(UTC-03:00) City of (autocalc) | 12313510 previous form
Buenos Aires
2. Birth Date:
Date L ocation User Value Reason
Aug-23-2020 15:23:43 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-03:00) City of (autocalc) |(b) (6)/1990
Buenos Aires
3. Sex:
Date L ocation User Value Reason
Aug-23-2020 17:35:19 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli FEMALE
Buenos Aires (b) (4)
4. Ethnicity:
Date L ocation User Value Reason
Aug-23-2020 17:35:19 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli HISPANIC OR LATINO(A) OR O
Buenos Aires (b) (4) F SPANISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Aug-23-2020 17:35:19 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli WHITE
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Date L ocation User Value Reason
Aug-23-2020 17:35:31 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Aug/23/2020
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

la

Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Inclus 1

Buenos Aires (b) (4) ion N

umbe

r:

Criter Male or female participant

ion De s between the ages of 18 a

scripti nd 55 years, inclusive, 65

on:  and 85 years, inclusive, or
18 and 85 years, inclusive,
at randomization (depende
nt upon study stage)

Criter YES

ionm

et?:

Criter INO1AQOO

ion 1D

: (For

Pfizer

useon

ly):
l.alnclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 1
Buenos Aires (b) (4)
1.a Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Male or female participants betwe
Buenos Aires (b) (4) en the ages of 18 and 55 years, incl

usive, 65 and 85 years, inclusive, o
r 18 and 85 years, inclusive, at ran
domization (dependent upon study

stage)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1l.a Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)
1l.aCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli INO1AQO
Buenos Aires (b) (4)
1b
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Inclusi 2
Buenos Aires (b) (4) on Nu

mber :

Criteri Participants who are willi

on Des ng and able to comply wit

criptio h all scheduled visits, vac

n: cination plan, laboratory t
ests, lifestyle consideratio
ns, and other study proce
dures

Criteri YES

on met

?:

Criteri INO2AQO

onID:

(For P

fizer u

seonly

):

Page 184 of 342

*** Confidential***
FDA-CBER-2021-5683-0875396




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1.b Inclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 2
Buenos Aires (b) (4)
1.b Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Participants who are willing and a
Buenos Aires (b) (4) ble to comply with all scheduled vi

sits, vaccination plan, laboratory te

sts, lifestyle considerations, and ot

her study procedures
1.b Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)
1.b Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli INO2AQO
Buenos Aires (b) (4)
1c
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Inclusi 3
Buenos Aires (b) (4) on Nu

mber:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20
Criteri Healthy participants who
on Des are determined by medica
criptio | history, physical examin
n: ation, and clinical judgme
nt of the investigator to b
eeligiblefor inclusionin
the study

Criteri YES

on met

?:

Criteri INO3A00

onID:

(For P

fizer u

seonly

):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

*** Confidential***

FDA-CBER-2021-5683-0875399

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1.c Inclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 3
Buenos Aires (b) (4)
1.c Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Healthy participants who are deter
Buenos Aires (b) 4) mined by medical history, physical

examination, and clinical judgmen

t of the investigator to be eligible f

or inclusion in the study
1.c Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)
1.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli INO3AQO
Buenos Aires (b) (4)
1d
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Inclus 4
Buenos Aires (b) (4) on Nu

mber :
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Criteri Capable of giving person

on Des al signed informed conse

criptio nt, which includes compli

n: ance with the requirement
sand restrictionslisted in
the ICD and in this protoc
ol

Criteri YES

on met

?:

Criteri INO4A00

on |D:

(For P

fizer u

seonly

):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Subject No: 12313510

Argerich

Subject Initials; ---

*** Confidential***

FDA-CBER-2021-5683-0875401

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1.d Inclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 4
Buenos Aires (b) (4)
1.d Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Capable of giving persona signed
Buenos Aires (b) (4) informed consent, which includes

compliance with the requirements

and restrictionslisted inthe ICD a

nd in this protocol
1.d Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)
1.d Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli INO4AQ0
Buenos Aires (b) (4)
2a
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Exclus 1
Buenos Aires (b) (4) ion Nu

mber :
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Criter Other medical or psychiat
ion De ric condition incl. recent (
scripti within past year) or active
on: suicidal ideation/behavior
/lab abnormality that may
increase the risk of study
participation
Criter NO
ion me
t?:
Criter EX01A00
ion 1D
: (For
Pfizer
useon
ly):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 1
Buenos Aires (b) (4)
2.aCriterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Other medical or psychiatric condi
Buenos Aires (b) (4) tion incl. recent (within past year)

or active suicidal ideation/behavior
/lab abnormality that may increase

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

therisk of study participation
2.a Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.aCriterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1231

Subject No: 12313510

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

*** Confidential***

FDA-CBER-2021-5683-0875403

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX01A00
Buenos Aires (b) (4)
2b
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Exclusio 2
Buenos Aires (b) @) n Numb

er:

Criterio Known infection with h

n Descri uman immunodeficienc

ption: y virus (HIV), hepatitis

C virus (HCV), or hepat
itis B virus (HBV)

Criterio NO

n met?:

Criterio EX02A00

niID: (F

or Pfize

r useonl

y):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2.b Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 2
Buenos Aires (b) (4)
2.b Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Known infection with human imm
Buenos Aires (b) (4) unodeficiency virus (HIV), hepatit
isCvirus (HCV), or hepatitis B vi
rus (HBV)
2.b Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.b Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX02A00
Buenos Aires (b) (4)
2.c
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Exclus 3
Buenos Aires (b) (4) ion Nu
mber :
Criteri History of severe adverse
on Des reaction associated with a
criptio vaccine and/or severe ale
n: rgic reaction (eg, anaphyl
axis) to any component o
f the study intervention(s)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Criteri NO
on met
?:
Criteri EX03A00
on |D:
(For P
fizer u
seonly
):

2.c Exclusion Number:

Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 3

Buenos Aires (b) (4)

2.c Criterion Description:

Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli History of severe adverse reaction

Buenos Aires (b) (4) associated with a vaccine and/or se

vere dlergic reaction (eg, anaphyla
Xis) to any component of the study
intervention(s)

2.c Criterion met?

Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO

Buenos Aires (b) (4)

2.c Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason

Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli EX03A00

Buenos Aires (b) @)

2d

Date L ocation User Value Reason
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Subject No: 12313510

Argerich

Subject Initials; ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Excluson N 4
Buenos Aires (b) (4) umber:

Criterion De Receipt of medicati

scription: ons intended to pre

vent COVID-19

Criterion me NO

t?:

Criterion ID EX04A00

: (For Pfizer

use only):
2.d Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 4
Buenos Aires (b) (4)
2.d Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Receipt of medications intended to
Buenos Aires (b) (4) prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX04A00
Buenos Aires (b) (4)
2e
Date L ocation User Value Reason
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Aug-23-2020 17:35:50
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPE000 | Martina

Davalli
(b) (4)

Data Entry:
Exclus 8
on Nu
mber:

Criteri Immunocompromised in

on Des dividualswith known or

criptio suspected immunodeficie

n: ncy, as determined by his
tory and/or laboratory/ph
ysical examination

Criteri NO

on met

?

Criteri EX08A00

on |D:

(For Pf

izer us

eonly):

Initial Entry

*** Confidential***
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313510

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2.e Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 8
Buenos Aires (b) (4)
2.eCriterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Immunocompromised individuals
Buenos Aires (b) 4) with known or suspected immunod

eficiency, as determined by history

and/or laboratory/physical examin

ation
2.e Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.eCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX08AQ0
Buenos Aires (b) (4)
2f
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Exclus 10
Buenos Aires (b) (4) ion Nu

mber :
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Criteri Bleeding diathesis or con

on Des dition associated with pro

criptio longed bleeding that wou

n: Id, in the opinion of thei
nvestigator, contraindicat
eintramuscular injection

Criteri NO

on met

?.

Criteri EX10A00

on |D:

(For Pf

izer us

eonly)

*** Confidential***
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231

Subject No: 12313510

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Generated By: (b) @) Generated Time (GMT): 29-Mar-2021 20:20
2.f Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 10
Buenos Aires (b) (4)
2.f Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Bleeding diathesis or condition ass
Buenos Aires (b) (4) ociated with prolonged bleeding th

at would, in the opinion of the inve

stigator, contraindicate intramuscul

ar injection
2.f Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.f Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX10A00
Buenos Aires (b) (4)
29
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Exclusion Nu 11
Buenos Aires (b) (4) mber

Criterion Desc Women who are

ription: pregnant or breas

tfeeding
Criterion met NO
?.
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Criterion ID: ( EX11A00

For Pfizer use

only):
2.9 Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 11
Buenos Aires (b) (4)
2.g Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Women who are pregnant or breast
Buenos Aires (b) (4) feeding
2.g Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.g Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX11A00
Buenos Aires (b) (4)
2h
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Exclusion Nu 12
Buenos Aires (b) (4) mber:

Criterion Des Previous vaccinati

cription: on with any coron

avirus vaccine
Criterion me NO
t?:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Subject No: 12313510

Argerich

Subject Initials; ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Criterion ID: EX12A00

(For Pfizer u

seonly):
2.h Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 12
Buenos Aires (b) (4)
2.h Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Previous vaccination with any cor
Buenos Aires (b) (4) onavirus vaccine
2.h Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.h Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX12A00
Buenos Aires (b) (4)
2i
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Exclusio 13
Buenos Aires (b) (4) n Numbe

r:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Criterio Subjectswho receivei

n Descri mmunosuppressive ther

ption:  apy, such as cytotoxic a

gents or systemic cortic
osteroids

Criterio NO

n met?:

Criterio EX13A01

niID: (F

or Pfizer

use only)
2.i Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 13
Buenos Aires (b) 4
2.i Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Subjects who receive immunosupp
Buenos Aires (b) (4) ressive therapy, such as cytotoxic a

gents or systemic corticosteroids

2.i Criterion met?

Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO

Buenos Aires (b) (4)

2.i Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX13A01
Buenos Aires (b) (4)
2
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313510

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Date

L ocation

User

Value

Reason

Aug-23-2020 17:35:50
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Martina
Davalli

(b) (4)

Data Entry:
Exclus 15
on Nu
mber:

Criteri Receipt of blood/plasma

on Des products or immunoglob

criptio ulin, from 60 days before

n: study intervention admini
stration or planned receip
t throughout the study

Criteri NO

on met

?:

Criteri EX14A01

on |D:

(For Pf

izer us

eonly)

Initial Entry
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

2.j Exclusion Number:

Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 15

Buenos Aires (b) (4)

2.j Criterion Description:

Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Receipt of blood/plasma products

Buenos Aires (b) (4) or immunoglobulin, from 60 days

before study intervention administr
ation or planned receipt throughou

t the study

2.j Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.j Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX14A01
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

2.k

Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Exclus 16

Buenos Aires (b) (4) on Num

ber:

Criteri Participation in other stu

on Desc diesinvolving study inte

ription: rvention within 28 days
prior to study entry and/
or during study participa
tion

Criteri NO

on met?

Criteri EX15A01
on ID: (
For Pfi
zer use

only):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2.k Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 16
Buenos Aires (b) (4)
2.k Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Participation in other studiesinvol
Buenos Aires (b) (4) ving study intervention within 28
days prior to study entry and/or du
ring study participation
2.k Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFPGE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.k Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX15A01
Buenos Aires (b) (4)
2l
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Exclusio 17
Buenos Aires (b) (4) n Numbe
r:
Criterion Previous participation
Descripti in other studiesinvolvi
on: ng study intervention ¢
ontaining lipid nanopa
rticles
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Subject No: 12313510

Argerich

Subject Initials; ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Criterion NO

met?:

Criterion EX16A01

ID: (For

Pfizer us

eonly):
2.| Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 17
Buenos Aires (b) (4)
2.| Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Previous participation in other stu
Buenos Aires (b) (4) diesinvolving study intervention ¢

ontaining lipid nanoparticles
2. Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.| Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX16A01
Buenos Aires (b) (4)
2m
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Exclu 22
Buenos Aires (b) (4) sion N
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

umbe

r:

Criter Investigator site staff or P

ion De fizer employeesdirectly i

scripti nvolved in the conduct of

on:  thestudy, site staff other
wise supervised by thein
vestigator, and their respe
ctive family members

Criter NO

ion m

et?:

Criter EX21A01

ion ID

: (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

2.m Exclusion Number:

Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 22
Buenos Aires (b) (4)
2.m Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Investigator site staff or Pfizer em
Buenos Aires (b) (4) ployees directly involved in the co

nduct of the study, site staff other

wise supervised by the investigato

r, and their respective family mem

bers
2.m Criterion met?
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2.m Criterion | D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 17:35:50 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EX21A01
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date of Completion/Discontinuation/Death
Date L ocation User Value Reason
Aug-23-2020 17:35:57 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Aug/23/2020
Buenos Aires (b) (4)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-23-2020 17:35:57 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING
Buenos Aires
3. Status:
Date L ocation User Value Reason
Aug-23-2020 17:35:57 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli COMPLETED
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313510

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date:
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Aug/23/2020
Buenos Aires (b) (4)
2. Weight:
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 729
Buenos Aires (b) (4)
3. Unit:
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli kg
Buenos Aires (b) (4)
4. Height:
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 170.0
Buenos Aires (b) (4)
5. Unit:
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli cm
Buenos Aires (b) (4)
6. Body Mass I ndex:
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 25.2
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1231

Subject No: 12313510

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

*** Confidential***

FDA-CBER-2021-5683-0875423

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Buenos Aires |
7.a
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Record I dentifier:: 1
Buenos Aires (b) (4) Temperature: 36.6

Temperature Unit: C

TemperaturelLoca ORAL CAVI

tion:: TY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 1
Buenos Aires (b) (4)
7.a Temperature:
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 36.6
Buenos Aires (b) (4)
7.aUnit:
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli C
Buenos Aires (b) (4)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-23-2020 17:37:32 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ORAL CAVITY
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313510

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Lab Panel:

Date L ocation User Value Reason

Aug-23-2020 17:37:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | URINALYSIS

Buenos Aires

2. Lab Sub-Panel:

Date L ocation User Value Reason

Aug-23-2020 17:37:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | PREGNANCY

Buenos Aires

3. Collection Date:

Date L ocation User Value Reason

Aug-23-2020 17:37:45 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli Aug/23/2020

Buenos Aires (b) (4)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Aug-23-2020 17:37:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | STUDY SITE

Buenos Aires

5. Specimen Type:

Date L ocation User Value Reason

Aug-23-2020 17:37:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | URINE

Buenos Aires

6.a

Date L ocation User Value Reason

Aug-23-2020 17:37:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Site No: 1231

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

Subject No: 12313510

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (autocalc) Sponsor -Define 113
Buenos Aires d Identifier:

Test:: Choriogonadotrop

in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor |D:
Date L ocation User Value Reason
Aug-23-2020 17:37:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Aug-23-2020 17:37:45 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Choriogonadotropin Beta PX113
Buenos Aires (b) (4)
6.a Result:
Date L ocation User Value Reason
Aug-23-2020 17:37:45 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEGATIVE
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Aug-23-2020 17:37:55 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Aug/23/2020
Buenos Aires (b) (4)
2. Randomization Number:
Date L ocation User Value Reason
Aug-23-2020 17:37:55 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 62976
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

(UTC-03:00) City of

1. Data Origin
Date L ocation User Value Reason
Aug-23-2020 17:38:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Aug-23-2020 17:38:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Aug-25-2020 18:03:35 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Aug-24-2020 02:43:15 ACVOPFEINFPG000 | (b) (4), (b) |Query 1: Opened 'Sample Collected?
(UTC-03:00) City of (6) is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct

as appropriate.
Aug-23-2020 17:38:02 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct
as appropriate.

Aug-23-2020 17:38:02 ACVOPFEINFP6000

Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4) Date of Collection:
Aug/23/2020
5.a
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-25-2020 18:03:35 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample|D: BNTNG1
Buenos Aires (b) (4)
5.aSample D
Date L ocation User Value Reason
Aug-25-2020 18:03:35 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BNTNG1
Buenos Aires (b) (4)
5b
Date L ocation User Value Reason
Aug-25-2020 18:03:43 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample|D: BNTNG2
Buenos Aires (b) (4)
5.b Sample D
Date L ocation User Value Reason
Aug-25-2020 18:03:43 ACVOPFEINFP6000 |Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BNTNG2
Buenos Aires (b) (4)
5.c
Date L ocation User Value Reason
Oct-29-2020 16:50:02 ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BP24CY
Buenos Aires (b) (6)
5.c Sample ID
Date L ocation User Value Reason
Oct-29-2020 16:50:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BP24CY
Buenos Aires (b) (6)
5d
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Form Version: 22-Apr-2020 21:03

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Oct-29-2020 16:50:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sample |D: BP24CZ
Buenos Aires (b) (6)
5.d Sample D
Date L ocation User Value Reason
Oct-29-2020 16:50:08 ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BP24Cz
Buenos Aires (b) (6)
S5.e
Date L ocation User Value Reason
Oct-29-2020 16:50:14 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample | D: BP24D0
Buenos Aires (b) (6)
5.e Sample D
Date L ocation User Value Reason
Oct-29-2020 16:50:14 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of 4, BP24D0
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-23-2020 17:38:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Aug-23-2020 17:38:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Aug-24-2020 15:55:07 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Aug-24-2020 02:43:15 ACVOPFEINFPG000 | (b) (4), (b) |Query 1: Opened 'Sample Collected?
(UTC-03:00) City of (6) is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct

as appropriate.
Aug-23-2020 17:38:08 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

as appropriate.
Aug-23-2020 17:38:08 ACVOPFEINFPE000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4) Date of Collection:
Aug/23/2020
5a
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

*** Confidential***

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-24-2020 15:55:07 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample | D: BP26GL
Buenos Aires (b) (4)
5.aSample D
Date L ocation User Value Reason
Aug-24-2020 15:55:07 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BP26GL
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-23-2020 17:38:35 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
2. Treatment Name
Date L ocation User Value Reason
Aug-23-2020 17:38:35 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Aug-23-2020 17:38:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION
Buenos Aires
4, Dose Date Time:
Date L ocation User Value Reason
Aug-23-2020 17:38:35 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Aug/23/2020 16:05
Buenos Aires (b) (4)
5. Anatomical Location:
Date L ocation User Value Reason
Aug-23-2020 17:38:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
6. Body Side:
Date L ocation User Value Reason
Aug-23-2020 17:38:35 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli LEFT
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12313510

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires (b) (4)

7. Route:

Date L ocation User Value Reason
Aug-23-2020 17:38:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-23-2020 17:38:35 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED OBS

Buenos Aires ERVATION 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-23-2020 17:38:35 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)

Page 221 of 342

*** Confidential***

FDA-CBER-2021-5683-0875433




Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Select appropriate response - Reactogenicity diary collection

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Date L ocation User Value Reason
Aug-23-2020 17:38:40 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO - REACTOGENICITY E-DIA
Buenos Aires (b) (4) RY NOT COLLECTED FOR THI
SSUBJECT
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Site No: 1231

Header Text: C4591001
Visit: V2_VAX2 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: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Oct-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: | Asper site

03:14:49 Closed | confirmation -

(UTC-03:00) updated PD tracker

City of

Buenos Aires

Oct-15-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: [ Origina valueis

12:28:42 Answer | correct

(UTC-03:00) ed

City of

Buenos Aires

Oct-15-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: [ Response satisfies

06:17:18 Closed | query

(UTC-03:00)

City of

Buenos Aires

Oct-15-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 3: | PDQ: Date of visit at

04:36:08 (b) (4) Opened [V2 VAX2 L isout

(UTC-03:00) of window for 24

City of daysfrom

Buenos Aires V1 DAY1 VAX1 L
Dose Date. Please
verify and update.
Else, confirmin
query response
appropriately.” (b)

@)

Oct-14-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | Criginal valueis

14:24:16 (6) Answer | correct

(UTC-03:00) ed

City of

Buenos Aires

Oct-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: | DMW4962529;The

04:33:48 (b) (4) Opened | Date of Visit at Visit

(UTC-03:00) V2 VAX2_L isthe

City of same as the other

Buenos Aires Date of Visit at Visit
COVID_AL. Please

*** Confidential***
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313510

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
review for
duplication and
update as
appropriate.

Oct-13-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Response satisfies

03:51:50 Closed | query

(UTC-03:00)

City of

Buenos Aires

Oct-12-2020 | ACVOPFEINFP6000 auto query Query 1: [ Initial Entry

10:27:34 (autoquery) Answer

(UTC-03:00) ed

City of

Buenos Aires

Oct-12-2020 | ACVOPFEINFP6000 (b) (4), (b) Data En | Initial Entry

10:27:34 (6) try:

(UTC-03:00) Oct/9/20

City of 20

Buenos Aires

Sep-29-2020 | ACVOPFEINFP6000 (b) (4), Query 1: | DM1: Thank you for

05:47.05 (b) (6) Reissue | the response. Please

(UTC-03:00) d:Opene | keep this query open

City of d at your end. Once

Buenos Aires visit is performed,
kindly update
vaccination details
and rest of the visit
pages and then
respond to the query.

Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | V2 opened due to

10:23:14 Answer | loading error. No

(UTC-03:00) ed information to load.

City of

Buenos Aires

Sep-26-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | DM: Kindly review

11:40:08 Opened | and complete ‘Date

(UTC-03:00) of Visit, Nasal Swab,

City of Pregnancy Test,

Buenos Aires Vaccination, Vital

Signs forms at this
visit. Thank you.

Page 224 of 342

*** Confidential***
FDA-CBER-2021-5683-0875436




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

Site No: 1231

Subject No: 12313510

Form Version: 22-Apr-2020 21:02

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

2. Erroneous Visit

(UTC-03:00) City of
Buenos Aires

(b) (6)

ERRONEOUSVISIT

Date L ocation User Value Reason
Oct-12-2020 10:27:13 ACVOPFEINFPG000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6)

Buenos Aires

Sep-28-2020 10:22:47 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry

*** Confidential***
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 16:01

Site No: 1231

Subject No: 12313510

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date:
Date L ocation User Value Reason
Oct-12-2020 10:28:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/9/2020
Buenos Aires
2a
Date L ocation User Value Reason
Oct-12-2020 10:28:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-OB:QO) City of (b) (6) Record Identifier:: 1
Buenos Aires Temperature: 36.9

TemperatureUnit: C

TemperatureLocat ORAL CAVI

ion:: TY
2.a Record I dentifier:
Date L ocation User Value Reason
Oct-12-2020 10:28:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
2.a Temperature;
Date L ocation User Value Reason
Oct-12-2020 10:28:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 36.9
Buenos Aires
2.aUnit:
Date L ocation User Value Reason
Oct-12-2020 10:28:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) C
Buenos Aires
2.a Temperature Location:
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

Site No: 1231

Subject No: 12313510

Form Version: 10-Oct-2020 16:01

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

*** Confidential***

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Oct-12-2020 10:28:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ORAL CAVITY
Buenos Aires
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313510

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Lab Panel:

Date L ocation User Value Reason

Oct-12-2020 10:28:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | URINALYSIS

Buenos Aires

2. Lab Sub-Panel:

Date L ocation User Value Reason

Oct-12-2020 10:28:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | PREGNANCY

Buenos Aires

3. Collection Date:

Date L ocation User Value Reason

Oct-12-2020 10:28:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Oct/9/2020

Buenos Aires

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Oct-12-2020 10:28:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | STUDY SITE

Buenos Aires

5. Specimen Type:

Date L ocation User Value Reason

Oct-12-2020 10:28:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | URINE

Buenos Aires

6.a

Date L ocation User Value Reason

Oct-12-2020 10:28:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Visit: V2_VAX2 L

Site No: 1231

Header Text: C4591001

Subject No: 12313510

Form Version: 21-Aug-2020 02:49

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (autocalc) | sponsor-Define 113
Buenos Aires d Identifier:

Test:: Choriogonadotrop

in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor |D:
Date L ocation User Value Reason
Oct-12-2020 10:28:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Oct-12-2020 10:28:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Choriogonadotropin Beta PX113
Buenos Aires
6.a Result:
Date L ocation User Value Reason
Oct-12-2020 10:28:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEGATIVE
Buenos Aires
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Data Origin
Date L ocation User Value Reason
Oct-12-2020 10:28:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Oct-12-2020 10:28:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Oct-12-2020 11:24:59 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-12-2020 10:28:32 ACVOPFEINFP6000 |auto query |Query 1: Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Oct-12-2020 10:28:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Oct/9/2020
5.a
Date L ocation User Value Reason
Oct-12-2020 11:24:59 AcVOPFEINFPs000 |(B) (4), (b) | DataEntry: Initial Entry
(UTC-03:00) City of (6) SampleD: BPLVAT
Buenos Aires
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

Site No: 1231

Subject No: 12313510

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: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.aSample|D
Date L ocation User Value Reason
Oct-12-2020 11:24:59 AcvoPFEINFPe000 |(B) (4), (0) | pata Entry: Initial Entry
(UTC-03:00) City of (6) BP1VAT
Buenos Aires
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12313510

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason

Oct-23-2020 15:29:10 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of (4), Not Done

Buenos Aires (b) (6)

Oct-23-2020 15:28:45 ACVOPFEINFPG000 | (b) Data Entry: New Information

(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-12-2020 10:29:31 | ACVOPFEINFPS000 || (b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) NO

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason

Oct-23-2020 15:29:10 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of @), Not Done

Buenos Aires (b) (6)

3. Formulation:

Date L ocation User Value Reason

Oct-23-2020 15:29:10 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of (4), Not Done

Buenos Aires (b) (6)

4. Dose Date Time:

Date L ocation User Value Reason

Oct-24-2020 07:48:07 ACVOPFEINFPG000 |/(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Oct-23-2020 15:29:50 ACVOPFEINFPG000 | (b) Query 1: Answered form updated as not

(UTC-03:00) City of (4), done because

Buenos Aires (b) (6) subject was
discontinued on this
visit
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

Site No: 1231

Subject No: 12313510

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

*** Confidential***

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Oct-21-2020 12:30:56 ACVOPFEINFPGE000 | Balgji Prabu R Query 1: Opened In case subject is

(UTC-03:00) City of (b) (4) not going to receive

Buenos Aires vaccination 2,
please remove data
entered in this CR,
and add form level
comment of NOT
DONE. Thank you.

Oct-12-2020 10:29:43 ACVOPFEINFPG000 | (b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) Not Done

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason

Oct-23-2020 15:29:10 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of 4, Not Done

Buenos Aires (b) (6)

6. Body Side:

Date L ocation User Value Reason

Oct-12-2020 10:29:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Not Done

Buenos Aires

7. Route:

Date L ocation User Value Reason

Oct-23-2020 15:29:10 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of (4), Not Done

Buenos Aires (b) (6)

8. Actual Dose:

Date L ocation User Value Reason

Oct-23-2020 15:29:10 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of 4, Not Done

Buenos Aires (b) (6

9. Unit:

Date L ocation User Value Reason
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Oct-23-2020 15:29:10 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Not Done

Buenos Aires (b) (6)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Oct-23-2020 15:29:10 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of @), Not Done

Buenos Aires (b) (6)

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

administration?

Date L ocation User Value Reason
Oct-12-2020 10:30:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit
Date L ocation User Value Reason
Nov-12-2020 10:53:34 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/12/2020
Buenos Aires
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V3 MONTH1 _POSTVAX2_L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-12-2020 10:53:45 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Nov-12-2020 10:53:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SERUM

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Nov-12-2020 15:19:01 ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-12-2020 13:30:10 ACVOPFEINFPG000 | (b) (4), |Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (b) (6) is Yes, however no

Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.

Nov-12-2020 10:53:45 ACVOPFEINFP6000 |autoquery |Query 1: Candidate '‘Sample Collected?

(UTC-03:00) City of (autoquery) is Yes, however no

Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.

Nov-12-2020 10:53:45 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) YES

Buenos Aires Date of Collection:

Nov/12/2020
5a
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Nov-12-2020 15:19:01 ACVOPFEINFP6000 | Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) Sample |D: BMF6Y
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Nov-12-2020 15:19:01 ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BJF6Y
Buenos Aires
5b
Date L ocation User Value Reason
Nov-12-2020 15:41:58 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) Sample 1D: BNTR28
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Nov-12-2020 15:41:58 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BNTR28
Buenos Aires
5.c
Date L ocation User Value Reason
Nov-12-2020 16:27:50 ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) 4 Sample | D: BP1PFO
Buenos Aires
5.c Sample ID
Date L ocation User Value Reason
Nov-12-2020 16:27:50 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BP1PFO
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/05/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313510

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-16-2020 18:43:08 ACVOPFEINFP6000 | Rupa N Shah | Query 4: Closed Response satisfies

(UTC-03:00) City of (b) 4 query

Buenos Aires

Nov-16-2020 08:57:06 ACVOPFEINFPG000 |/(b) (4), Query 4: Answered Symptoms related to

(UTC-03:00) City of (b) (6) this CFR have

Buenos Aires aready ended.
Thanks

Nov-16-2020 05:00:38 ACVOPFEINFP6000 | Salim Query 4. Reissued:Opened Clin: Query open

(UTC-03:00) City of Bouguermouh until resolution.

Buenos Aires (b) (4) Thank you.

Nov-14-2020 17:39:37 | ACVOPFEINFP6000 | (b) (4), Query 4: Answered The possible

(UTC-03:00) City of (b) (6) COVID-19 disease

Buenos Aires visit will be made
shortly and will be
reported on the CRF
form. Thank you

Nov-14-2020 14:49:19 ACVOPFEINFP6000 | Salim Query 4: Opened Clin: Please the

(UTC-03:00) City of Bouguermouh event "DIARRHEA"

Buenos Aires (b) (4) was deleted from the
AE page but was not
reported on the
potential COVID-19
illness visit CRF
form.

Sep-17-2020 03:50:18 ACVOPFEINFP6000 | Rupa N Shah | Query 3: Closed Response satisfies

(UTC-03:00) City of (b) 4 query

Buenos Aires

Sep-15-2020 12:23:03 ACVOPFEINFP6000 |(b) (4), Query 3: Answered The form was

(UTC-03:00) City of (b) (6) completed. Thank

Buenos Aires you.

Sep-15-2020 07:44:07 ACVOPFEINFP6000 | Rupa N Shah | Query 3: Opened CLiQuery: please

(UTC-03:00) City of (b) (4) complete ILL_POT

Buenos Aires and healthcare
utilization forms as
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/05/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313510

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
these are required
formsfor illness
visit.

Sep-08-2020 08:55:58 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-08-2020 05:58:22 ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Opened Date of Visitis

(UTC-03:00) City of (6) completed but Date

Buenos Aires of Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-07-2020 19:29:08 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-07-2020 19:24:02 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as
appropriate.

Sep-07-2020 19:24:02 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-07-2020 19:24:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of (4), Sep/5/2020

Buenos Aires (b)

(6)
3. COVID-19 IlIness Visit:
Date L ocation | User | Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Sep/05/2020

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Sep-07-2020 19:24:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) | COVID_A
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Sep/05/2020 Audit Trail History

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sep/5/2020
Buenos Aires (b)

(6)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sep/4/2020
Buenos Aires (b)

(6)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Sep-14-2020 08:48.57 ACVOPFEINFPG000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires Date of Last Symptom Resolved:

Sep/7/2020

Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b)

(6)
4.a
Date L ocation User Value Reason
Oct-20-2020 12:30:02 ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of R Symptoms: FEVER
Buenos Aires Symptom Present: YES
Sep-15-2020 09:00:11 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-O3:QO) City of (b) (6) Symptoms: FEVER
Buenos Aires Symptom Present: NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Sep/05/2020

- Unscheduled Visit

Form Version: 21-Aug-2020 02:52

Site No: 1231

Subject No: 12313510

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Sep-07-2020 19:29:08 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-OS:_OO) City of (4), Symptoms: FEVER
Buenos Aires (b) Symptom Present: YES

(6)
4.a Symptoms:
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), FEVER
Buenos Aires (b)

(6)
4.a \Was symptom present?
Date L ocation User Value Reason
Oct-20-2020 12:31:20 ACVOPFEINFP6000 | Nicole Query 1: Closed Response satisfies
(UTC-03:00) City of Zachendler query
Buenos Aires (b) (4)
Oct-20-2020 12:30:02 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-20-2020 12:30:02 ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Transcription Error
(UTC-03:00) City of (6) YES
Buenos Aires
Oct-19-2020 15:25:54 ACVOPFEINFPG000 | (b) (4), (b) | Query 1. Opened As per medical
(UTC-03:00) City of (6) record, subject had
Buenos Aires fever, please

reconcile

Sep-15-2020 09:00:11 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b)

(6)
4.b
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Sep/05/2020

Site No: 1231

Subject No: 12313510

- Unscheduled Visit

Form Version: 21-Aug-2020 02:52

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

FDA-CBER-2021-5683-0875455

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Symptoms: NEW OR INCREAS
Buenos Aires (b) ED COUGH
(6) Symptom P YES
resent:
4.b Symptoms:
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NEW OR INCREASED COUGH
Buenos Aires (b)
(6)
4.b Was symptom present?
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b)
(6)
4.c
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sympto NEW OR INCREASE
Buenos Aires (b) ms. D SHORTNESS OF B
(6) REATH
Sympto NO
m Prese
nt:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12313510

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.c Symptoms:
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NEW OR INCREASED SHORTN
Buenos Aires (b) ESS OF BREATH

(6)
4.c Was symptom present?
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b)

(6)
4d
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: CHILLS
Buenos Aires (b) Symptom Present: NO

(6)
4.d Symptoms:
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), CHILLS
Buenos Aires (b)

(6)
4.d Was symptom present?
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b)

(6)
4e
Date L ocation User Value Reason
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Sep/05/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms NEW OR INCREASE
Buenos Aires (b) . D MUSCLE PAIN

(6) Symptom NO

Present:

4.e Symptoms:
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NEW OR INCREASED MUSCLE
Buenos Aires (b) PAIN

(6)
4.e Was symptom present?
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b)

(6)
A4f
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms NEW LOSS OF TAS
Buenos Aires (b) . TE OR SMELL

(6) Symptom NO

Present:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/05/2020

Form Version: 21-Aug-2020 02:52

Site No: 1231

Subject No: 12313510

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.f Symptoms:
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NEW LOSS OF TASTE OR SME
Buenos Aires (b) LL

(6)
4.f Was symptom present?
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b)

(6)
49
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptom NEW OR INCREASE
Buenos Aires (b) s D SORE THROAT

(6) Symptom NO

Present:

4.9 Symptoms:
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NEW OR INCREASED SORE TH
Buenos Aires (b) ROAT

(6)
4.9 Was symptom present?
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b)

(6)
4.h
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Header Text: C4591001

on Sep/05/2020

Site No: 1231

Subject No: 12313510

Visit: POT_COVID_ILL 1-

Unscheduled Visit

Form Version: 21-Aug-2020 02:52

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

*** Confidential***

FDA-CBER-2021-5683-0875459

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: DIARRHEA
Buenos Aires (b) Symptom Present: NO

(6)
4.h Symptoms:
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), DIARRHEA
Buenos Aires (b)

(6)
4.h Was symptom present?
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b)

(6)
4.
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: VOMITING
Buenos Aires (b) Symptom Present: NO

(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12313510

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.i Symptoms:
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), VOMITING
Buenos Aires (b)

(6)
4.i Was symptom present?
Date L ocation User Value Reason
Sep-07-2020 19:29:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b)

(6)
5a
Date L ocation User Value Reason
Sep-07-2020 19:29:21 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Symptoms - Other: asthenia
Buenos Aires (b)

(6)
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Sep-07-2020 19:29:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), asthenia
Buenos Aires (b)

(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/05/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Date L ocation User Value Reason
Sep-14-2020 16:46:10 ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of (4),
Buenos Aires (b)
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/05/2020

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313510

Generated By:

(b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Sep-14-2020 16:46:10 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sep/5/2020
Buenos Aires (b)

(6)
2. Specimen Type:
Date L ocation User Value Reason
Sep-14-2020 16:46:10 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), SWABBED MATERIAL
Buenos Aires (b)

(6)
3. Specimen Collection Location:
Date L ocation User Value Reason
Sep-14-2020 16:46:10 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NASOPHARYNX
Buenos Aires (b)

(6)
4. Assay Code and Description:
Date L ocation User Value Reason
Sep-14-2020 16:46:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO
Buenos Aires ME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Sep-14-2020 16:46:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
Buenos Aires
6. Trade Name:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Sep/05/2020

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Sep-14-2020 16:46:10 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of 4), ATILA BIOSYSTEMSIAMP CO

Buenos Aires (b) VID-19 DETECTION KIT

(6)

7. Test Result:

Date L ocation User Value Reason

Oct-12-2020 23:28:27 ACVOPFEINFP6000 | Rupa N Query 1: Closed Response satisfies

(UTC-03:00) City of Shah query

Buenos Aires (b) (4)

Oct-12-2020 08:27:05 ACVOPFEINFPE000 | (b) (4), Query 1: Answered Original valueis

(UTC-03:00) City of (b) (6) correct

Buenos Aires

Oct-08-2020 15:27:54 ACVOPFEINFP6000 | Rupa N Query 1: Opened CLIQUERY: Given

(UTC-03:00) City of Shah that the subject is

Buenos Aires (b) (4) symptomatic and has
positive COVID test
result, prior to
vaccination. Please
review as to whether
the subject meets
exclusion criteria? In
this case VAX#2
should not be done
and EOT should be
completed.

Sep-14-2020 16:46:10 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of @), POSITIVE

Buenos Aires (b)

(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/05/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-07-2020 19:30:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Sep-07-2020 19:30:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Sep-07-2020 19:32:03 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-07-2020 19:30:49 ACVOPFEINFP6000 | auto query Query 1. Opened '‘Sample Collected?

(UTC-03:00) City of (autoquery) is marked as No and

Buenos Aires 'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update as
appropriate.

Sep-07-2020 19:30:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of (4), NO

Buenos Aires (b)

(6)
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
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on Sep/05/2020

Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

Subject No: 12313510

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Sep-10-2020 08:18:03 ACVOPFEINFP6000 (b) Query 1: Closed Swab PFE collected

(UTC-03:00) City of 4,

Buenos Aires (b) (6)

Sep-09-2020 12:25:26 ACVOPFEINFPG000 |(b) (4), Query 1: Answered Sample collected by

(UTC-03:00) City of (b) (6) ateam physician

Buenos Aires

Sep-08-2020 06:49:54 ACVOPFEINFP6000 (b) Query 1. Opened PDQ : As per the

(UTC-03:00) City of (4), response to 'If no

Buenos Aires (b) (6) sample was
collected' as
'Sample collected
by ateam physician’
hence it is expected
to update the details
on 'Nasal Swab'
form, else clarify.

Sep-07-2020 19:32:03 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of (4), Sample collected by a team physic

Buenos Aires (b) ian

(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/05/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Data Origin
Date L ocation User Value Reason
Sep-08-2020 08:55:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Sep-08-2020 08:55:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Sep-08-2020 08:56:19 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-08-2020 08:55:58 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sampl e Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Sep-08-2020 08:55:58 ACVOPFEINFPS000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires Date of Collection:
Sep/5/2020
5a
Date L ocation User Value Reason
Sep-08-2020 08:56:19 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample |D: BPITCW
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1-Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
on Sep/05/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.aSample|D
Date L ocation User Value Reason
Sep-08-2020 08:56:19 ACVOPFEINFPS000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BP1TCW
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/05/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313510

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
la
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practitioner: SPECIA
Buenos Aires LIST

Occurrence of Visitso NO

r Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SPECIALIST
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1b
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practition EMERGENC
Buenos Aires er: Y ROOM

Occurrenceof Visi NO

tsor Contacts.
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Sep/05/2020

Site No: 1231

Subject No: 12313510

- Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

*** Confidential***

FDA-CBER-2021-5683-0875469

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EMERGENCY ROOM
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1c
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practiti PRIMARY CA
Buenos Aires oner: RE PHYSICIA
N
Occurrenceof V NO
isitsor Contacts
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1d
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/05/2020

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313510

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner: URGENT
Buenos Aires CARE

Occurrence of Visits NO

or Contacts.
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
le
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-OS:QO) City of (b) (6) Type of Practiti TELEPHONE
Buenos Aires oner: CONSULTATI

ON
Occurrence of V NO
isitsor Contacts
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Sep/05/2020

- Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) TELEPHONE CONSULTATION
Buenos Aires
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1f
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner: OTHE
Buenos Aires R

Occurrenceof Visitsor C NO

ontacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OTHER
Buenos Aires
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Sep-16202001:11:20 | AcvoPrEINFPeoo0 (@) (4, (B) | query 1: Closed As per site response
(UTC-03:00) City of (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/05/2020

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313510

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires (b) (4). (0) (6)

Sep-15-2020 12:22:20 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Theinformationis

(UTC-03:00) City of (b) (6) correct. The subject

Buenos Aires has not been
hospitalized. The
subject did not need
visits or medical
attention. Thank
you.

Sep-15-2020 12:22:06 ACVOPFEINFP6000 | auto query Query 1: Opened There are no visits or

(UTC-03:00) City of (autoquery) contacts reported

Buenos Aires and subject has not
been hospitalized,
please confirm
whether the

participant sought
medical attention for
this respiratory
illness episode. If
not, please correct

data.
Sep-15-2020 12:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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on Sep/05/2020

SiteNo: 1231

Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

Subject No: 12313510

Form Version: 06-Jul-2020 21:52

(b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Category of Clinical Event:

*** Confidential***

Date L ocation User Value Reason
Sep-15-2020 12:22:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNESS
Buenos Aires
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date L ocation User Value Reason
Oct-12-2020 09:04:22 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-12-2020 09:04:22 ACVOPFEINFP6000 (b) Data Entry: New Information
(UTC-03:00) City of 4), YES
Buenos Aires (b) (6) Respiratory lliness Diagnosis:
COVID-19
Date of Diagnosis:
Sep/5/2020
Oct-12-2020 09:04:02 ACVOPFEINFP6000 |auto query Query 1: Opened Yesis selected,
(UTC-03:00) City of (autoquery) however, either the
Buenos Aires diagnosis details or
date of diagnosisis
missing. Please
correct.
Oct-12-2020 09:04:02 ACVOPFEINFP6000 (b) Data Entry: New Information
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6) Respiratory IlIness Diagnosis:
CoVID-19
Sep-15-2020 12:22:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
3. Toxicity Grade:
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: ILLNESS DETAILS - eCRF Audit Trail History
on Sep/05/2020

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Sep-15-2020 12:22:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313510

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-15-2020 17:29:00 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-15-2020 17:27:36 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-15-2020 17:24:56 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in the
Signs and
Symptomsformis
missing. Please
review and update as
appropriate.

Nov-15-2020 17:24:56 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Nov-15-2020 17:24:56 ACVOPFEINFPE000 |Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli Nov/14/2020

Buenos Aires (b) (4)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Nov-15-2020 17:24:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |COVID_B

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2-

on Nov/14/2020

Unscheduled Visit

Form Version: 10-Oct-2020 16:02

SiteNo: 1231

Subject No: 12313510
Generated By:

(b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Nov/14/2020
Buenos Aires (b) (4)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Oct/30/2020
Buenos Aires (b) (4)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4) Date of Last Symptom Resolved:
Nov/12/2020

4a
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-O?JZOO) Clty of Davalli Symptoms: FEVER
Buenos Aires (b) (4) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli FEVER
Buenos Aires (b) (4)
4.a \Was symptom present?
Date L ocation User Value Reason
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Header Text: C4591001

on Nov/14/2020

Site No: 1231

Subject No: 12313510

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Nov-15-2020 17:27:36 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4.b
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptoms. NEW OR INCREAS
Buenos Aires (b) 4 ED COUGH

Symptom P NO

resent:
4.b Symptoms:
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEW OR INCREASED COUGH
Buenos Aires (b) (4)
4.b Was symptom present?
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4.c
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sympto NEW OR INCREASE
Buenos Aires (b) @) ms; D SHORTNESS OF B

REATH

Sympto NO

m Prese

nt:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/14/2020

Form Version: 10-Oct-2020 16:02
Site No: 1231

Subject No: 12313510

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.c Symptoms:
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEW OR INCREASED SHORTN
Buenos Aires (b) (4) ESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4d
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptoms: CHILLS
Buenos Aires (b) (4) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli CHILLS
Buenos Aires (b) (4)
4.d Was symptom present?
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4.e
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptom NEW OR INCREAS
Buenos Aires (b) (4) s ED MUSCLE PAIN
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Header Text: C4591001

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

on Nov/14/2020
Form Version: 10-Oct-2020 16:02
Site No: 1231

Subject No: 12313510

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEW OR INCREASED MUSCLE
Buenos Aires (b) (4) PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4f
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptoms NEW LOSS OF TAS
Buenos Aires (b) 4 : TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEW LOSS OF TASTE OR SME
Buenos Aires (b) (4) LL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
449
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Header Text: C4591001

Visit: POT_COVID_ILL 2-

on Nov/14/2020

Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1231

Subject No: 12313510

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptom NEW OR INCREAS
Buenos Aires (b) (4) s ED SORE THROAT
Symptom NO
Present:

4.9 Symptoms:
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEW OR INCREASED SORE T
Buenos Aires (b) (4) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4.h
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptoms: DIARRHEA
BuenosAlres (b) (4) Symptom Present: YES
4.h Symptoms:
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli DIARRHEA
Buenos Aires (b) (4)
4.h Was symptom present?
Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)
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Header Text: C4591001

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

on Nov/14/2020 Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

4.

Date L ocation User Value Reason

Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli Symptoms: VOMITING

BuenosAires (b) (4) Symptom Present: NO

4.i Symptoms:

Date L ocation User Value Reason

Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli VOMITING

Buenos Aires (b) (4)

4.i Was symptom present?

Date L ocation User Value Reason
Nov-15-2020 17:27:36 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Audit Trail
on Nov/14/2020

Form Version: 06-Jul-2020 21:54 Form Status:

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Date L ocation User Value Reason
Nov-15-2020 17:28:28 ACVOPFEINFP6000 | Martina Form Created
(UTC-03:00) City of Davalli
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/14/2020

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

*** Confidential***

FDA-CBER-2021-5683-0875483

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Actual Date of Collection:
Date L ocation User Value Reason
Nov-15-2020 17:28:28 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Nov/14/2020
Buenos Aires (b) (4)
2. Specimen Type:
Date L ocation User Value Reason
Nov-15-2020 17:28:28 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli SWABBED MATERIAL
Buenos Aires (b) (4)
3. Specimen Collection Location:
Date L ocation User Value Reason
Nov-15-2020 17:28:28 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NASOPHARY NX
Buenos Aires (b) (4)
4. Assay Code and Description:
Date L ocation User Value Reason
Nov-15-2020 17:28:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO
Buenos Aires ME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Nov-15-2020 17:28:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
Buenos Aires
6. Trade Name:
Date L ocation User Value Reason
Nov-15-2020 17:28:28 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ATILA BIOSYSTEMSIAMP CO
Buenos Aires (b) @) VID-19 DETECTION KIT
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/14/2020

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313510

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
7. Test Result:
Date L ocation User Value Reason
Nov-15-2020 17:28:28 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEGATIVE
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/14/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Data Origin
Date L ocation User Value Reason
Nov-15-2020 17:28:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Nov-15-2020 17:28:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Nov-15-2020 17:28:47 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Nov-15-2020 17:28:47 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli sample collected by team physicia
Buenos Aires (b) (4) n
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/14/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-15-2020 17:29:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Nov-15-2020 17:29:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Nov-16-2020 09:54:57 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-15-2020 17:29:00 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample Collected?

(UTC-03:00) City of (autoquery) is Yes, however no

Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.

Nov-15-2020 17:29:00 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli YES

Buenos Aires (b) (4) Date of Collection:

Nov/14/2020
5.a
Date L ocation User Value Reason
54 (b) (4), () : iti

Nov-16-2020 09:54:57 ACVOPFEINFP6000 Data Entry: Initial Entry

(UTC-03:00) City of ) SampleD: BPTS5Y

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/14/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.aSample|D
Date L ocation ‘ User Value Reason
Nov-16-2020 09:54:57 ACVOPFEINFP6000 gg; (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of BPT85Y
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/14/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1231

Subject No: 12313510

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
la
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Type of Practitioner: SPECIA
Buenos Aires (b) (4) LIST

Occurrence of Visitso NO

r Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli SPECIALIST
Buenos Aires (b) (4)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali NO
Buenos Aires (b) (4)
1b
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Type of Practition EMERGEN
Buenos Aires (b) (4) er: CY ROOM

Occurrence of Vis NO

tsor Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2
on Nov/14/2020

Site No: 1231

Subject No: 12313510

Generated By: (b)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:59

(4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

1.b Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0875489

Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli EMERGENCY ROOM
Buenos Aires (b) (4)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
1c
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Typeof Practiti PRIMARY CA
Buenos Aires (b) (4) oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Contac

ts
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali PRIMARY CARE PHYSICIAN
Buenos Aires (b) (4)
1.c Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
1d
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/14/2020

Form Version: 10-Oct-2020 15:59

Site No: 1231

Subject No: 12313510

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Nov-15-2020 17:29:15 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Type of Practitioner: URGENT
Buenos Aires (b) @) CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli URGENT CARE
Buenos Aires (b) (4)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
le
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Type of Practiti TELEPHONE
Buenos Aires (b) (4) oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Contac

ts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Nov/14/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli TELEPHONE CONSULTATION

Buenos Aires (b) (4)

1.e Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
1f
Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Type of Practitioner: OTHE
Buenos Aires (b) (4) R

Occurrenceof Visitsor NO

Contacts:

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli OTHER

Buenos Aires (b) (4)

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO

Buenos Aires (b) (4)

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

Date L ocation User Value Reason
Nov-15-2020 17:29:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Nov/14/2020
Form Version: 10-Oct-2020 15:59
Site No: 1231

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Buenos Aires (b) (4)
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on Nov/14/2020

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 06-Jul-2020 21:52

Form Status: Data Complete, Frozen, Verified

Form: ILLNESS DETAILS - eCRF Audit Trail History

Gastroenteritis
Date of Diagnosis.

Nov/13/2020

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason

Nov-15-2020 17:29:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNESS

Buenos Aires

2. Was a diagnosis obtained for Potential COVID-19 |lIness?

Date L ocation User Value Reason

Jan-15-2021 09:07:52 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Jan-13-2021 15:29:49 ACVOPFEINFP6000 | auto query Query 1. Answered Changed

(UTC-03:00) City of (autoquery) Information

Buenos Aires

Jan-13-2021 15:29:49 ACVOPFEINFP6000 | Santiago Data Entry: Changed

(UTC-03:00) City of Corradetti YES Information

Buenos Aires (b) (4) Respiratory lllness Diagnosis:

Jan-12-2021 16:36:30
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4), Query 1: Opened
(b) (6)

Per medical chart, a
diagnosis was
obtained for
Potential
COVID-19 llIness:
stomach flu, date:
13 NOV 2020.
Please, review and
modify if necessary

Nov-15-2020 17:29:33

ACVOPFEINFP6000 |MartinaDavalli | Data Entry:

Initial Entry

*** Confidential***

(UTC-03:00) City of (b) (4) NO
Buenos Aires
3. Toxicity Grade:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/14/2020

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12313510

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Nov-15-2020 17:29:33 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 1
Buenos Aires (b) (4)
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Header Text: C4591001

on Dec/28/2020

Site No: 1231

Subject No: 12313510

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Feb-05-2021 03:30:06 ACVOPFEINFPG000 | (b) Query 3: Closed As per site

(UTC-03:00) City of (4), confirmation -

Buenos Aires (b) (6) updated PD tracker

Feb-04-2021 15:55:23 ACVOPFEINFP6000 |(b) (4), Query 3: Answered By decision of the

(UTC-03:00) City of (b) (6) investigator, it was

Buenos Aires decided to carry out
a convalescence visit
corresponding to
COVID-B and
COVID-C diseases
together, since the
visit for disease B
was out of range,
dueto the
impossibility of the
subject to attend the
hospital.

Feb-04-2021 07:29:32 ACVOPFEINFP6000 | (b) (4), (b) Query 3: Opened PDQ: Convalescent

(UTC-03:00) City of (6) visit is missing and

Buenos Aires 35+ days (38) have
passed since COVID
IlIness Visit. If visit
occurred record the
data as amatching
CONVA visit; if the
visit did not occur
attempt to schedule
thevisit and obtain
the CONVA sample
else clarify.

Dec-30-2020 12:32:48 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Dec-30-2020 12:31:57 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Dec/28/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313510

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Dec-30-2020 12:31:04 ACVOPFEINFPE000 | auto query Query 2: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as
appropriate.

Dec-30-2020 12:31:04 ACVOPFEINFP6000 |auto query Query 1: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Dec-30-2020 12:31:04 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Dec/28/2020

Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Dec-30-2020 12:31:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |COVID_C

Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Dec/28/2020 Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Dec/28/2020

Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Dec/22/2020

Buenos Aires

3. Symptoms Ongoing?

Date L ocation User Value Reason
Jan-05-2021 12:33:21 ACVOPFEINFPG000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires Date of Last Symptom Resolved:

Jan/2/2021
Dec-30-2020 12:31:57 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
4.a
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry
(UTC-O3:QO) City of (b) (6) Symptoms: FEVER
Buenos Aires Symptom Present: NO

4.a Symptoms:

Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 3-

on Dec/28/2020

Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313510

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) @) Generated Time (GMT): 29-Mar-2021 20:20
Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) FEVER
Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4b
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms. NEW OR INCREAS
Buenos Aires ED COUGH

Symptom P NO

resent:
4.b Symptoms:
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED COUGH
Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.c
Date L ocation User Value Reason
Dec-30-2020 12:31:57 | ACVOPFEINFPG000 Eg; (4). (0) | pataEntry: Initial Entry
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Header Text: C4591001

on Dec/28/2020

Site No: 1231

Subject No: 12313510

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

FDA-CBER-2021-5683-0875499

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) Sympto NEW OR INCREASED
Buenos Aires (4), ms: SHORTNESS OF BRE
(b) (6) ATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SHORTN
Buenos Aires ESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4d
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry
(UTC-O3:QO) City of (b) (6) Symptoms: CHILLS
Buenos Aires Symptom Present: NO
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Header Text: C4591001

Visit: POT_COVID_ILL 3-

on Dec/28/2020

Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313510

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.d Symptoms:
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) CHILLS
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4e
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms NEW OR INCREASE
Buenos Aires : D MUSCLE PAIN

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED MUSCLE
Buenos Aires PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.f
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Header Text: C4591001

on Dec/28/2020

Site No: 1231

Subject No: 12313510

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: NEW LOSS OF TAS
Buenos Aires TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW LOSS OF TASTE OR SMEL
Buenos Aires L
4.f Was symptom present?
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
449
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-O3:QO) City of (b) (6) Symptoms NEW OR INCREASE
Buenos Aires : D SORE THROAT

Symptom YES

Present:
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Header Text: C4591001

Visit: POT_COVID_ILL 3-

on Dec/28/2020

Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313510

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

4.9 Symptoms:

Date L ocation User Value Reason

Dec-30-2020 12:31:57 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NEW OR INCREASED SORE TH

Buenos Aires ROAT

4.9 Was symptom present?

Date L ocation User Value Reason

Dec-30-2020 12:31:57 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) YES

Buenos Aires

4.h

Date L ocation User Value Reason

Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-OS:QO) City of (b) (6) Symptoms: DIARRHEA

Buenos Aires Symptom Present: YES

4.h Symptoms:

Date L ocation User Value Reason

Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) DIARRHEA

Buenos Aires

4.h Was symptom present?

Date L ocation User Value Reason

Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) YES

Buenos Aires

4.

Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Dec/28/2020

Form Version: 10-Dec-2020 02:29

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-OS:QO) City of (b) (6) Symptoms: VOMITING
Buenos Aires Symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) VOMITING
Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Dec-30-2020 12:31:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Audit Trail
on Dec/28/2020

Form Version: 06-Jul-2020 21:54 Form Status:

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Date L ocation User Value Reason
Dec-30-2020 12:32:19 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

*** Confidential***

FDA-CBER-2021-5683-0875505

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Dec-30-2020 12:32:19 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Dec/28/2020

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason

Dec-30-2020 12:32:19 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) SWABBED MATERIAL

Buenos Aires

3. Specimen Collection Location:

Date L ocation User Value Reason

Dec-30-2020 12:32:19 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NASOPHARY NX

Buenos Aires

4. Assay Code and Description:

Date L ocation User Value Reason

Dec-30-2020 12:32:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO

Buenos Aires ME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason

Dec-30-2020 12:32:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TEST

Buenos Aires

6. Trade Name:

Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
on Dec/28/2020

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Dec-30-2020 12:32:19 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ATILA BIOSYSTEMSIAMP CO
Buenos Aires VID-19 DETECTION KIT
7. Test Result:
Date L ocation User Value Reason
Dec-30-2020 12:32:19 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEGATIVE
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

on Dec/28/2020 eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Data Origin
Date L ocation User Value Reason
Dec-30-2020 12:32:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Dec-30-2020 12:32:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Dec-30-2020 12:32:37 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Dec-30-2020 12:32:37 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) sample collected by ateam physici
Buenos Aires an
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Dec/28/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Data Origin
Date L ocation User Value Reason
Dec-30-2020 12:32:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Dec-30-2020 12:32:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Dec-30-2020 13:36:08 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-30-2020 12:32:48 ACVOPFEINFP6000 |auto query Query 1: Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Dec-30-2020 12:32:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Dec/28/2020
5.a
Date L ocation User Value Reason
Dec-30-2020 13:36:08 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample |D: BPW8G6
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
on Dec/28/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.aSample|D
Date L ocation User Value Reason
Dec-30-2020 13:36:08 ACVOPFEINFPS000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BPW8G6
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Dec/28/2020
Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

la
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner: SPECIA
Buenos Aires LIST

Occurrence of Visitso NO

r Contacts.
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SPECIALIST
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1b
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practition EMERGENC
Buenos Aires er: Y ROOM

Occurrence of Viss NO

tsor Contacts:

Page 298 of 342

*** Confidential***
FDA-CBER-2021-5683-0875510




090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3
on Dec/28/2020

Site No: 1231

Subject No: 12313510

Generated By: (b)

- Unscheduled Visit

Form Version: 10-Dec-2020 02:26

(4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

1.b Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0875511

Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EMERGENCY ROOM
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1c
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practiti PRIMARY CA
Buenos Aires oner: RE PHYSICIA
N
Occurrenceof V NO
isitsor Contacts
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFPGE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit  Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Dec/28/2020

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1d
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner: URGENT
Buenos Aires CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
le
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-OS:QO) City of (b) (6) Typeof Practiti TELEPHONE
Buenos Aires oner: CONSULTATI

ON
Occurrence of V NO
isitsor Contacts
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Header Text: C4591001

Visit: POT_COVID_ILL 3
on Dec/28/2020

- Unscheduled Visit

Form Version: 10-Dec-2020 02:26

Form Status: Data Complete, Frozen

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) TELEPHONE CONSULTATION
Buenos Aires
1.e Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1f
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner: OTHE
Buenos Aires R

Occurrence of Visitsor C NO

ontacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OTHER
Buenos Aires
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires

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

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Dec/28/2020

Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313510

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Dec-30-2020 12:33:51 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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SiteNo: 1231

Subject No: 12313510
Generated By:

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Dec/28/2020

Form Version: 06-Jul-2020 21:52

Form Status: Data Complete, Frozen

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

(b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Dec-30-2020 12:34:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNESS
Buenos Aires
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date L ocation User Value |Reason
Jan-05-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy has been
15:42:17 (b) (4) 1: Clo |closed.
(UTC-03:00) sed
City of
Buenos
Aires
Jan-05-2021 | ACVOPFEINFP6000 auto query (autoquery) | Query | Changed Information
13:26:16 1. An
(UTC-03:00) swere
City of d
Buenos
Aires
Jan-05-2021 | ACVOPFEINFP6000 Santiago Corradetti Data | Changed Information
13:26:16 (b) (4) Entr
(UTC-03:00) N
City of YES
Buenos Resp
Aires irato
ry Il
ness
Diag
nosi
S
ph
ary
ngi
tis
Date
of D
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Dec/28/2020

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12313510

Form Status: Data Complete, Frozen

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
iagn
osis:
De
cl2
712
02
0
Jan-05-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Please only recorded
10:16:16 (6) 1:Rei |the most relevant
(UTC-03:00) ssued: | respiratory illness
City of Opene | diagnosis or the most
Buenos d severe respiratory
Aires illness diagnosis.
Dec-30-2020 | ACVOPFEINFP6000 Santiago Corradetti Query | Your reguest cannot
17:51:57 (b) (4) 1: An |bedonein InForm: it
(UTC-03:00) swere |isimpossible for me
City of d to split the terms as 2
Buenos separate entries.
Aires Thank you.
Dec-30-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Multiple conceptsin
15:41:29 (b) (4) 1:Op [theterm
(UTC-03:00) ened |[GASTROENTERITIS
City of AND
Buenos PHARYNGITIS. Split
Aires theterm into
GASTROENTERITIS
and PHARYNGITIS
and report as 2
separate entries.
Thank you.
Dec-30-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data | Initial Entry
12:34:28 Entr
(UTC-03:00) N
City of YES
Buenos Resp
Aires irato
ry lll
ness
Diag
nosi
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Header Text: C4591001

on Dec/28/2020

Site No: 1231

Subject No: 12313510

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 06-Jul-2020 21:52

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

gas
tro
ent
erit
isa
nd
ph

ngi
tis

Date
of D
iagn
osis.

De
c/2
712
02

3. Toxicity Grade:

*** Confidential***

Date L ocation User Value Reason
Dec-30-2020 12:34:28 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Oct/09/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Oct-15-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | As per site response

04:34:31 (6) Closed

(UTC-03:00)

City of Buenos

Aires

Oct-14-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Original vaueis

14:23:50 (6) Answered | correct

(UTC-03:00)

City of Buenos

Aires

Oct-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: | DMW4962528;The

04:33:48 (b) (4) Opened | Date of Visit at

(UTC-03:00) Visit COVID_Alis

City of Buenos the same asthe

Aires other Date of Visit
at Visit
V2 VAX2_L.
Please review for
duplication and
update as
appropriate.

Oct-13-2020 | ACVOPFEINFP6000 Romina Barrera Data Ent | Initia Entry

11:16:40 (b) (4) ry:

(UTC-03:00) Oct/9/202

City of Buenos 0

Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Oct-13-2020 11:16:40 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry

(UTC-03:00) City of Barrera COVID_Al

Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Oct/09/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Data Origin
Date L ocation User Value Reason
Oct-13-2020 11:16:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Oct-13-2020 11:16:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Oct-13-2020 11:17:18 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-13-2020 11:16:54 ACVOPFEINFP6000 | auto query Query 1. Candidate 'Sampl e Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Oct-13-2020 11:16:54 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera YES
Buenos Aires (b) (4) Date of Collection:
Oct/9/2020
5.a
Date L ocation User Value Reason
Oct-13-2020 11:17:18 ACVOPFEINFPE000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample ID: BNTMP4
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Oct/09/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.aSample|D
Date L ocation User Value Reason
Oct-13-2020 11:17:18 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BNTMP4
Buenos Aires (b) (4)
5.b
Date L ocation User Value Reason
Oct-13-2020 11:35:36 ACVOPFEINFP6E000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample ID: BNTMPL
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Oct-13-2020 11:35:36 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BNTMPL
Buenos Aires
5.c
Date L ocation User Value Reason
Oct-13-2020 14:18:08 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample | D: BKPF06
Buenos Aires (b) (6)
5.c Sample ID
Date L ocation User Value Reason
Oct-13-2020 14:18:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BKPF06
Buenos Aires (b) (6)
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Header Text: C4591001

Visit on Jan/25/2021

Site No: 1231

Subject No: 12313510

Visit: POT_COVID_CONVA 2 - Unscheduled

Form Version: 22-Apr-2020 21:04

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Jan-25-2021 15:32:11 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Jan/25/2021
Buenos Aires (b)

(6)
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Jan-25-2021 15:32:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), COVID_B1
Buenos Aires (b)

(6)

Page 309 of 342

FDA-CBER-2021-5683-0875521




Header Text: C4591001
Visit: POT_COVID_CONVA 2 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Jan/25/2021 eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin

Date L ocation User Value Reason
Jan-25-2021 15:33:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Jan-25-2021 15:33:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Jan-26-2021 11:01:51 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Jan-25-2021 23:57:39 ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Opened 'Sample Collected?
(UTC-03:00) City of (6) is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct

as appropriate.
Jan-25-2021 15:33:26 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sampl e Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct

as appropriate.
Jan-25-2021 15:33:26 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires Date of Collection:
Jan/25/2021

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Jan/25/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) @) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Jan-25-2021 15:33:26 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample corresponding to Covid B a
Buenos Aires (b) nd C. The volunteer could not atten
(6) d before for personal reasons.

5a
Date L ocation User Value Reason
Jan-26-2021 11:01:51 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Sample |D: BPW6CS
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Jan-26-2021 11:01:51 ACVOPFEINFPG000 |/(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) BPW6CS
Buenos Aires
5.b
Date L ocation User Value Reason
Jan-26-2021 11:23:44 ACVOPFEINFPS000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample 1D: BRYW4S
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Jan-26-2021 11:23:44 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BRYW4S
Buenos Aires
5.c
Date L ocation User Value Reason
Jan-26-2021 11:45:52 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sample |D: BRYW4Y
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Jan/25/2021
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313510

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.c Sample D
Date L ocation User Value Reason
Jan-26-2021 11:45:52 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BRYW4Y
Buenos Aires (b) (6
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1231

Subject No: 12313510

Generated By:

(b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason

Oct-12-2020 10:38:47 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Oct/9/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason

Oct-12-2020 10:38:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | VACCINATION

Buenos Aires

3. Status:

Date L ocation User Value Reason

Oct-14-2020 20:57:58 ACVOPFEINFPG000 | (b) (4), Query 1. Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Oct-14-2020 14:48:14 ACVOPFEINFPG000 | (b) (4), (b) |[Query 1. Answered Changed data per

(UTC-03:00) City of (6) query

Buenos Aires

Oct-13-2020 19:18:56 ACVOPFEINFP6000 | (b) (4), Query 1: Opened CLINQUERY:

(UTC-03:00) City of (b) (6) regarding the

Buenos Aires specific text
provided, "For
meeting the
exclusion criterion of
Previous diagnosis,
subject
discontinued". Please
clarify what
diagnosis met
exclusion criterion,
and clarify if this
should be added to
the medica history.

Oct-12-2020 10:38:47 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NO LONGER MEETS ELIGIBIL
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Header Text: C4591001
Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

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

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Buenos Aires (b) (4). (b) (6) ITY CRITERIA
4. Specify Status:
Date L ocation User Value Reason
Oct-28-2020 10:52:36 ACVOPFEINFP6000 | (b) (4), (b) |Query 1: Closed Response setisfies
(UTC-03:00) City of (6) query
Buenos Aires
Oct-27-2020 09:11:37 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-27-2020 09:11:37 ACVOPFEINFPG000 | (b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Exclusion criteria: Previous diagn
Buenos Aires osis(clinical or microbiological)
of COVID-19
Oct-26-2020 16:51:47 ACVOPFEINFP6000 | (b) (4), Query 1: Opened DM: A carriegeis
(UTC-03:00) City of (b) (6) identified. To avoid
Buenos Aires processing errors,
please remove the
identified character
by deleting the entry
and re-entering the
data (without using
copy and paste).
Oct-14-2020 14:45:23 ACVOPFEINFPG000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) exclusion criteria: Previous diagn
Buenos Aires osis (clinical or microbiological)
of COVID-19
Oct-12-2020 10:38:47 ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) For mesting the exclusion criterio
Buenos Aires n of Previous diagnosis, subject d
iscontinued
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History
Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Feb-19-2021 12:10:04 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/19/2021
Buenos Aires
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

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

Date L ocation User Value Reason
Feb-19-2021 12:11:07 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-19-2021 12:10:53 ACVOPFEINFP6000 |auto query | Query 1: Candidate The response
(UTC-03:00) City of (autoquery) indicates participant
Buenos Aires was unblinded,
however the
TREATMENT
UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.
Feb-19-2021 12:10:53 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Participant iswilling to return for
Buenos Aires Vaccination 3
Participant is:
eligible per other protocol alow
ance(s) and confirmed to have r
eceived only placebo at Vaccina
tion /2
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V101 VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit
Date L ocation User Value Reason
Feb-24-2021 17:25:03 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Feb/24/2021
Buenos Aires (b)
(6)
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Header Text: C4591001

Visit: V101 VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

1. Consent Was.
Date L ocation User Value Reason
Feb-24-2021 17:25:14 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), OBTAINED
Buenos Aires (b) Date Written Consent Obtained
(6)
Feb/24/2021
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V101 VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Feb-24-2021 17:25:44 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Feb/24/2021
Buenos Aires (b)

(6)
2. Phase of Disposition:
Date L ocation User Value Reason
Feb-24-2021 17:25:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | REPEAT SCREENING 1
Buenos Aires
3. Status.
Date L ocation User Value Reason
Feb-24-2021 17:25:44 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), COMPLETED
Buenos Aires (b)

(6)
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V101_VAX3

Form Version: 20-Feb-2021 02:14

SiteNo: 1231

Subject No: 12313510

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Lab Panel:
Date L ocation User Value Reason
Feb-24-2021 17:26:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALYSIS
Buenos Aires
2. Lab Sub-Panel:
Date L ocation User Value Reason
Feb-24-2021 17:26:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | PREGNANCY
Buenos Aires
3. Collection Date:
Date L ocation User Value Reason
Feb-24-2021 17:26:03 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Feb/24/2021
Buenos Aires (b)
(6)

4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Feb-24-2021 17:26:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | STUDY SITE
Buenos Aires
5. Specimen Type:
Date L ocation User Value Reason
Feb-24-2021 17:26:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
Buenos Aires
6.a
Date L ocation User Value Reason
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V101 VAX3

Site No: 1231

Subject No: 12313510

Form Version: 20-Feb-2021 02:14

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Feb-24-2021 17:26:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Define 113
Buenos Aires d Identifier:

Test:: Choriogonadotrop

in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor |D:
Date L ocation User Value Reason
Feb-24-2021 17:26:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Feb-24-2021 17:26:03 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Choriogonadotropin Beta PX113
Buenos Aires (b)

(6)
6.a Result:
Date L ocation User Value Reason
Feb-24-2021 17:26:03 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NEGATIVE
Buenos Aires (b)
(6)
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-24-2021 17:26:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Feb-24-2021 17:26:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SERUM

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Feb-25-2021 09:32:18 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Feb-25-2021 07:34:21 ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Opened 'Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.

Feb-24-2021 17:26:14 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sampl e Collected?

(UTC-03:00) City of (autoquery) is Yes, however no

Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.

Feb-24-2021 17:26:14 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-03:00) City of (6) YES

Buenos Aires Date of Collection:

Feb/24/2021
5a
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Feb-25-2021 09:32:18 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sample |D: BRZ16R
Buenos Aires (b) (6)
5.aSample D
Date L ocation User Value Reason
Feb-25-2021 09:32:18 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BRZ16R
Buenos Aires (b) (6)
5b
Date L ocation User Value Reason
Feb-25-2021 11:30:12 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample ID: BR219V
Buenos Aires (b) (6)
5.b Sample D
Date L ocation User Value Reason
Feb-25-2021 11:30:12 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of @), BR219V
Buenos Aires (b) (6)
5.c
Date L ocation User Value Reason
Feb-25-2021 12:31:55 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample ID: BRZ168
Buenos Aires
5.c Sample ID
Date L ocation User Value Reason
Feb-25-2021 12:31:55 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BRZ168
Buenos Aires
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Data Origin
Date L ocation User Value Reason
Feb-24-2021 17:26:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Feb-24-2021 17:26:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Feb-25-2021 12:03:03 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-25-2021 07:34:21 ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Opened 'Sample Collected?
(UTC-03:00) City of (6) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Feb-24-2021 17:26:29 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sampl e Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Feb-24-2021 17:26:29 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires Date of Collection:
Feb/24/2021
5a
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V101 VAX3

Site No: 1231

Subject No: 12313510

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: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Feb-25-2021 12:03:03 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BR28JT
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Feb-25-2021 12:03:03 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BR28JT
Buenos Aires
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313510
Generated By:

(b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Feb-24-2021 17:26:59 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b)

(6)
2. Treatment Name
Date L ocation User Value Reason
Feb-24-2021 17:26:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BNT162b2
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Feb-24-2021 17:26:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION
Buenos Aires
4, Dose Date Time:
Date L ocation User Value Reason
Feb-24-2021 17:26:59 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Feb/24/2021 15:24
Buenos Aires (b)

(6)
5. Anatomical Location:
Date L ocation User Value Reason
Feb-24-2021 17:26:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
6. Body Side:
Date L ocation User Value Reason
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V101 VAX3

Site No: 1231

Subject No: 12313510

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Feb-24-2021 17:26:59 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), LEFT
Buenos Aires (b)

(6)
7. Route:
Date L ocation User Value Reason
Feb-24-2021 17:26:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR
Buenos Aires
8. Actual Dose:
Date L ocation User Value Reason
Feb-24-2021 17:26:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30.0
Buenos Aires
9. Unit:
Date L ocation User Value Reason
Feb-24-2021 17:26:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |ug
Buenos Aires
10. Timeframe Subject Was Observed
Date L ocation User Value Reason
Feb-24-2021 17:26:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES
Buenos Aires

administration?

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

*** Confidential***

Date L ocation User Value Reason
Feb-24-2021 17:26:59 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), YES
Buenos Aires (b)
(6)
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Header Text: C4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Date L ocation User Value Reason
Mar-18-2021 14:49:50 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/18/2021
Buenos Aires (b)
(6)
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V102_VAX4

Form Version: 20-Feb-2021 02:14

SiteNo: 1231

Subject No: 12313510

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Lab Panel:
Date L ocation User Value Reason
Mar-18-2021 14:50:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALYSIS
Buenos Aires
2. Lab Sub-Panel:
Date L ocation User Value Reason
Mar-18-2021 14:50:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | PREGNANCY
Buenos Aires
3. Collection Date:
Date L ocation User Value Reason
Mar-18-2021 14:50:31 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/18/2021
Buenos Aires (b)
(6)

4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Mar-18-2021 14:50:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | STUDY SITE
Buenos Aires
5. Specimen Type:
Date L ocation User Value Reason
Mar-18-2021 14:50:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
Buenos Aires
6.a
Date L ocation User Value Reason
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090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V102 VAX4

Form Version: 20-Feb-2021 02:14

Site No: 1231

Subject No: 12313510

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Mar-18-2021 14:50:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Define 113
Buenos Aires d Identifier:

Test:: Choriogonadotrop

in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor |D:
Date L ocation User Value Reason
Mar-18-2021 14:50:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Mar-18-2021 14:50:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Choriogonadotropin Beta PX113
Buenos Aires (b)

(6)
6.a Result:
Date L ocation User Value Reason
Mar-18-2021 14:50:31 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NEGATIVE
Buenos Aires (b)
(6)
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Header Text: C4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313510

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-18-2021 14:50:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Mar-18-2021 14:50:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Mar-19-2021 09:48:30 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-19-2021 08:31:04 ACVOPFEINFP6000 ((b) (4), (b) | Query 1: Opened 'Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.

Mar-18-2021 14:50:48 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sampl e Collected?

(UTC-03:00) City of (autoquery) is Yes, however no

Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.

Mar-18-2021 14:50:48 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-03:00) City of (6) YES

Buenos Aires Date of Collection:

Mar/18/2021
5a
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Header Text: C4591001
Visit: V102 VAX4

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Mar-19-2021 09:48:30 ACVOPFEINFPS000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample ID: BRNONX
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Mar-19-2021 09:48:30 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BRNONX
Buenos Aires
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Header Text: C4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313510

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Mar-18-2021 14:51:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b)

(6)
2. Treatment Name
Date L ocation User Value Reason
Mar-18-2021 14:51:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BNT162b2
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Mar-18-2021 14:51:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION
Buenos Aires
4, Dose Date Time:
Date L ocation User Value Reason
Mar-18-2021 14:51:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/18/2021 12:23
Buenos Aires (b)

(6)
5. Anatomical Location:
Date L ocation User Value Reason
Mar-18-2021 14:51:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
6. Body Side:
Date L ocation User Value Reason
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Header Text: C4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313510

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Mar-18-2021 14:51:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), LEFT
Buenos Aires (b)

(6)
7. Route:
Date L ocation User Value Reason
Mar-18-2021 14:51:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR
Buenos Aires
8. Actual Dose:
Date L ocation User Value Reason
Mar-18-2021 14:51:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30.0
Buenos Aires
9. Unit:
Date L ocation User Value Reason
Mar-18-2021 14:51:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |ug
Buenos Aires
10. Timeframe Subject Was Observed
Date L ocation User Value Reason
Mar-18-2021 14:51:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES
Buenos Aires

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

administration?

Date L ocation User Value Reason
Mar-18-2021 14:51:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), YES
Buenos Aires (b)
(6)
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1231

Subject No: 12313510

Form Version: 22-Apr-2020 21:02

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Nov-13-2020 17:44:24 ACVOPFEINFP6000 || (b) (4), Form Deleted Transcription
(UTC-03:00) City of (b) (6) Error
Buenos Aires

Nov-12-2020 11:03:01 ACVOPFEINFP6000 | (b) Form Created

*** Confidential***

(UTC-03:00) City of (4),
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313510

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason

Nov-12-2020 11:03:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2.AEID:

Date L ocation User Value Reason

Nov-12-2020 11:03:01 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |1

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-14-2020 14:55:37 ACVOPFEINFP6000 | (b) (4), Query 1: Closed different query

(UTC-03:00) City of (b) (6) issued

Buenos Aires

Nov-13-2020 17:44:09 ACVOPFEINFPG000 | (b) (4), Query 1. Answered The symptom in

(UTC-03:00) City of (b) (6) question does not

Buenos Aires correspond to an
adverse event and a
probable Covid
medical history will
be opened. Thank
you

Nov-13-2020 15:23:51 ACVOPFEINFP6000 | (b) (4), Query 1: Opened Per Sec 8.1, AE of

(UTC-03:00) City of (b) (6) diarrhea should

Buenos Aires have triggered
COVID llIness visit
regardless of
previous positive
test. Please conduct
aCoVID illness
visit and swab
collection as soon as
possible. Symptom
should be captured
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---

Generated By:

(b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

on SOD only
Nov-12-2020 11:03:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Diarrhea
Buenos Aires (b) (6)
4. Start Date Time:
Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Oct/30/2020 09:00
Buenos Aires (b) (6)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 1
Buenos Aires (b) (6)
7. |sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).
Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
8. Isthisadverse event theresult of a study 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

Site No: 1231

Subject No: 12313510

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
*** THISREPEATING FORM HASBEEN DELETED ***
Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NOT RELATED
Buenos Aires (b) (6) If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
Unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NOT APPLICABLE
Buenos Aires (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b) (6)
13. What was the outcome of this adverse event?:
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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
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313510 Subject Initials: ---
Gener ated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
*** THISREPEATING FORM HASBEEN DELETED ***
Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NOT RECOVERED/NOT RESOL
Buenos Aires (b) (6) VED

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Nov-12-2020 11:03:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b) (6)
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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: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-19-2021 12:11:07 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/19/2021

Buenos Aires

2. Primary Reason for Unblinding:

090177e196ae2e9d\Final\Final On: 01-Apr-2021 03:18 (GMT)

Date L ocation User Value Reason
Feb-19-2021 12:11:07 ACVOPFEINFP6000 |/ (b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) ASSESSELIGIBILITY FOR ADD
Buenos Aires ITIONAL VACCINATION
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Header Text: C4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313510 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Subject Status

Date L ocation User Value Reason
Oct-12-2020 10:38:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DISCONTINUED

Buenos Aires

Aug-23-2020 17:37:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ENROLLED/RANDOMIZED

Buenos Aires

Aug-23-2020 17:35:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENED

Buenos Aires

2. Subject Status Date

Date L ocation User Value Reason
Oct-12-2020 10:38:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Oct/9/2020
Buenos Aires
Aug-23-2020 17:37:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/23/2020
Buenos Aires
Aug-23-2020 17:35:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/23/2020
Buenos Aires
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313510
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Nov-06-2020 14:14:28 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(b) (6)

Click Hereto Enable
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