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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: 12313653 Subject Initials: ---

Generated 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 equivaent to PHASE 2/3.

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

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

Page 1 of 485

*** Confidential***
FDA-CBER-2021-5683-0875931



090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

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

Site No: 1231

Subject No: 12313653

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/24/2020
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 2155
Site No: 1231

Subject No: 12313653
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

*** Confidential***

Demogr aphy
1. | Subject ID [12313653]
2. | Birth Date: (b) (6) /1966
3. | Sex: FEMALE
4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): | WHITE
6. | Racial Designation:
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313653

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/24/2020
2. | Erroneous Visit
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313653
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

1.a || |nclusion Number: 1
Criterion Description: Male or female 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 | INO1AQO
only)
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 | INO2AQ00
only)
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 | INO3A0O
only)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site

No: 1231

Subject No: 12313653

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

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 | INO4AQ0
only)
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
Criterion ID: (For Pfizer use | EX01A00
only)
2.b |1 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 | EX02A00
only)
2. || Exclusion Number: 3

Criterion Description:

History of severe adverse reaction associated with a vaccine and/or
severe dlergic reaction (eg, anaphylaxis) to any component of the
study intervention(s)

Criterion met? NO
Criterion ID: (For Pfizer use | EX03A00
only)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313653
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

2d

Exclusion Number:

4

Criterion Description:

Receipt of medications intended to prevent COVID-19

Criterion met? NO
Criterion ID: (For Pfizer use | EX04A00
only)

2.2 || Exclusion Number: 8

Criterion Description:

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

Criterion met? NO
Criterion ID: (For Pfizer use | EXO8A00
only)

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 | EX10A00
only)

2.9 || Exclusion Number: 1

Criterion Description:

Women who are pregnant or breastfeeding

Criterion met? NO
Criterion ID: (For Pfizer use | EX11A00
only)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313653

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 | EX12A00
only)
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 | EX13A01
only)
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 use | EX14A01
only)
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
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313653
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

21 Exclusion Number:

17

Criterion Description:

Previous participation in other studies involving study intervention
containing lipid nanoparticles

Criterion met? NO
Criterion ID: (For Pfizer use | EX16A01
only)

2.m || 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

*** Confidential***

Criterion met? NO
Criterion ID: (For Pfizer use | EX21A01
only)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12313653
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 Aug/24/2020
Compl etion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
Page 10 of 485
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21.03 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12313653 Subject Initials: ---

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

eCRF Audit Trail History

Medical History Details

Lal| Line/MH Number: [1]

Disease/Syndrome/Surgery | [Hypothyroidism]
/Non-Drug Allergies/Drug

Allergies:
Start Date: Jun/1/1995
Ongoing: YES

LB} | ine/MH Number: 2]

Disease/Syndrome/Surgery | [Bronchial asthma]
/Non-Drug Allergies/Drug

Allergies:
Start Date: UNK/UNK/1967
Ongoing: YES

1.¢ || Line/MH Number: [3]

Disease/Syndrome/Surgery | [low back pain]
/Non-Drug Allergies/Drug

Allergies:
Start Date: UNK/UNK/2005
Ongoing: YES

Ld || Line/MH Number: [4]

Disease/Syndrome/Surgery | [bilteral pleural effusion]
/Non-Drug Allergies/Drug

Allergies:
Start Date: Apr/15/2020
Ongoing: YES
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12313653 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs

1. | Date: Aug/24/2020
2. | Weight: [71.5]

3. | Unit: kg

4. | Height: [152.0]

5. | Unit: cm

6. | Body Mass Index: [30.9]

Vital Signs Details

7.a

Record Identifier: 1

Temperature: [36.4]

Unit: C

Temperature Location; ORAL CAVITY

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
Lab Urinalysis
1. | Lab Panel: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Aug/24/2020
4, | Laboratory Name and Address | [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 | sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done;
Page 13 of 485
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: RANDOMIZATION

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: 12313653 Subject Initials: ---

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

eCRF Audit Trail History

Disposition

1. | Randomization Date : Aug/24/2020
2. | Randomization Number: [64322]

3. | Randomization Group: [

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 12313653
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

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/24/2020
4. |If nosamplewascollectedor | ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleD [BNV99F]
5P || sample D [BNV99G]
S.C || sample ID [BNVI9H]
5d || sample 1D [BP2DJ2]
5€ || sampleID [BP2DJ3]
5f || sample ID [BP2DJ]
Page 15 of 485
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12313653
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/24/2020
4. | If no samplewas collectedor [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BP24K D]
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21.04
Site No: 1231

Subject No: 12313653
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. | Dose Date Time: Aug/24/2020 17:00
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [1
9. | Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed for at | YES
least the protocol specified
observation period after
investigational product
administration?
Page 17 of 485
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313653
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
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Header Text: C4591001
Visit: V2_VAX2_L

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

Subject No: 12313653

Form: DATE OF VISIT
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
eCRF Audit Trail History
Date of Visit
1. | Date of Visit Sen/13/2020
2. | Erroneous Visit
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Header Text: C4591001

Visit: V2_VAX2 L Form: VITAL SIGNS- TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12313653 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs

1. | Date: Sep/13/2020

Vital Signs Details

22| Record I dentifier: 1
Temperature: [36.5]
Unit: C
Temperature Location; ORAL CAVITY

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)
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Header Text: C4591001
Visit: V2_VAX2 L Form: LAB URINALY SIS - PREGNANCY TEST
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
Lab Urinalysis
1. | Lab Panel: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Sep/13/2020
4, | Laboratory Name and Address | [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 | sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done;
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12313653
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:
Sep/13/2020
4. | If no samplewas collectedor [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BPLYKS6]
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21.04
Site No: 1231

Subject No: 12313653
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. | Dose Date Time: Sep/13/2020 18:40
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [1
9. | Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed for at | YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313653
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 Oct/13/2020
2. | Erroneous Visit
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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: 12313653 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:
Oct/13/2020

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

Aliquot

Please enter barcode for each aliquot.

Sa|| sampleD [BPT7SY]

5P || sample D [BRXPYD]

5C || Sample D [BRXPXZ]
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Visit: POT_COVID_ILL 1 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET

Visit on Sep/02/2020
Form Version: 22-Apr-2020 2103
Site No: 1231

Subject No: 12313653
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

Date of Visit

1. | Date of Visit Sep/2/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_A
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Sep/02/2020
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: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
Signsand Symptoms
1. | Date of Assessment: Sep/2/2020
2. | Date of First Symptom Started: | Sep/2/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Sep/5/2020
Symptoms
42|/ symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4.d || symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
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Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

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

Subject No: 12313653

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
AN 1| symptoms: DIARRHEA

Was symptom present? YES
41| | symptoms: VOMITING

Was symptom present? NO
Symptoms - Other
5. Symptoms - Other Text: [
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Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12313653

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

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 of . Specimen Coal _
# | Collectio Specimen T lection L ocati Assay Code and Descripti Device Type Form Insta
ype on nce
n on
1. | Sep/3/20 | SWABBED | NASOPHARY | SEVERE ACUTERESPS | SARS-COV-2DI | Repeating
20 MATERIAL | NX YNDROME CORONAVIR | AGNOSTIC TE Pages
us2 ST
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: MICROBIOLOGY SPECIMEN

Visit on Sep/02/2020
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12313653
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/3/2020

Specimen Type:

SWABBED MATERIAL

Specimen Collection Location:

NASOPHARY NX

Assay Code and Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

SARS-COV-2 DIAGNOSTIC TEST

2
3
4
5. | Device Type:
6
7
8
9

Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
Test Result: NEGATIVE
Comments/Findings/Details: []
Trade Name Other, Specify: []
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Visit on Sep/02/2020
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

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

SELF
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

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

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

[Sample collected by ateam physician.]

Aliquot

Please enter barcode for each aliquot.

S Sample ID

[]

*** Confidential***
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Header Text: C4591001

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

Visit on Sep/02/2020
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313653
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/3/2020
4, | If nosamplewascollectedor | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BP2D25]
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Visit on Sep/02/2020
Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313653

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION

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

1.a|| physician or Hedlthcare

Professiondl:

SPECIALIST

Occurrence of Visitsor
Contacts:

NO

1b Physician or Healthcare

Professiondl:

EMERGENCY ROOM

Occurrence of Visitsor
Contacts:

NO

1.¢ || Physician or Hedlthcare

Professiondl:

PRIMARY CARE PHYSICIAN

Occurrence of Visitsor
Contacts:

NO

1d Physician or Healthcare

Professional:

URGENT CARE

Occurrence of Visitsor
Contacts:

NO

1. || Physician or Hedlthcare

Professional:

TELEPHONE CONSULTATION

Occurrence of Visitsor
Contacts:

NO

1f Physician or Healthcare

Professional:

OTHER

Occurrence of Visitsor
Contacts:

NO

*** Confidential***
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Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION

Visit on Sep/02/2020
Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313653
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

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

3. | Hasthe subject been NO
hospitalized due to potential
COVID-19illness?
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Visit: POT_COVID_ILL 1
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313653

Form: HOSPITALIZATION DETAILS

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

4 Hospltallza';lon Categor Hospltallriatlon Ter Admlsseon Dat Ongoing Form Instance

1. | Not Applicable Not Applicable Not Applicable | Not Applicable | Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HOSPITALIZATION DETAILS

Visit on Sep/02/2020
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313653
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
Form Comments
eCRF Audit Trail History

Hospitalization Details

1. | Hospitalization Category: Not Applicable Comments
2. | Hospitalization Term: Not Applicable Comments
3. | Admission Date: Not Applicable Comments
1
4. | Ongoing? Not Applicable Comments
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Visit: POT_COVID_ILL 1

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

Subject No: 12313653

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 Ident | Con Non-Drug TreatmentsPre- | Treatme | Treatme | Start Da
# - . Form Instance
ifier specified nt nt te
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: RESPIRATORY TREATMENT
Visit on Sep/02/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313653

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

Respiratory Treatment

1

What is the treatment
Identifier?

[]

Concomitant Non-drug
Treatment Pre-specified:

Treatment:

Treatment:

[]

Start Date:

I

o0 M| w

Ongoing?
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Visit on Sep/02/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Form: ILLNESS DETAILS

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

Illness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

*** Confidential***

2. | Was adiagnosis abtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 2
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Visit: POT_COVID_ILL 1

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1231

Subject No: 12313653

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 Category of Clinical E | Subcategory of Clinical | Diagnosis Obtai | Toxicity Gra Form Instance
vent: Event ned de
1 Repeating
Pages
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Visit on Sep/02/2020
Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 1-Unscheduled Form: ILLNESSDETAILS - 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

Illness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was adiagnosis obtained?
4

Toxicity Grade:

*** Confidential***
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Visit: POT_COVID_ILL 1

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

Form Version: 21-Aug-2020 02:49

Site No: 1231

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

Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor | Collection | Specimen Form Instanc
# Lab Test Name Date: Type Lab Result e
L Sponsor-Defined | Tes | Resu Repeating
| dentifier t| It Pages
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Header Text: C4591001

Visit on Sep/02/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled

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;

I

4. | Specimen Type:

*** Confidential***

L ab Result
S, Sponsor ID: [1
Test:
Result: [1
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

Form: LOCAL LABORATORY DATA - REPEATING

Hematology

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

Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor Name ( | Collectio | Specime Form Instan
# 1 Lab Test DERIVED) | nDate | nType Lab Result ce
L Sponsor-Define | Te | Res | | Repeding
d Identifier | st: | ult: Pages
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Header Text: C4591001

Visit on Sep/02/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled

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;

I

4. | Specimen Type:

*** Confidential***

L ab Result
S, Sponsor ID: [1
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
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Visit: POT_COVID_ILL 1

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

Subject No: 12313653

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
L Record | dentifier: systolic: Diastolic: Repeating Pages
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Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 1-Unscheduled 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 |dentifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beatYminute:

*** Confidential***
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Site No: 1231

Subject No: 12313653

Form: VITAL SIGNS - PULSE OX ROOM AIR

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
L Record | dentifier: Oxygen Saturation Repeating Pages
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Visit: POT_COVID_ILL 1- Unscheduled Form: VITAL SIGNS - PULSE OX ROOM AIR
Visit on Sep/02/2020

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

Subject No: 12313653
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

\Y,

ital Signs

1

Date:

I

Vi

ital Signs Details

2.

Record |dentifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Site No: 1231

Subject No: 12313653

Generated By:

(b) (4)

Form: OXY GENATION 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 Assessm

Arterial Blood Gases Pa

FiO2 (Fraction of Inhaled Oxy

# ent 02 gen) Form Instance
1. Repeating
Pages
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Visit on Sep/02/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Form: OXYGENATION 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. | Arterial Blood Gases PaO2
(mmHg):

[]

3. | FiO2 (Fraction of Inhaled
Oxygen):

[]

*** Confidential***
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Site No: 1231

Subject No: 12313653

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
4 Sponsor-Define | Category for M | Concomitant Medicatio | Nameof Me | Start | Form Instan
d Identifier edication ns Pre-specified dication Date ce
1 Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Visit on Sep/02/2020

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

Subject No: 12313653
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

Concomitant M edications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Start Date:

I

Ongoing?
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Subject No: 12313653

Form: IMAGING

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 of Assessmen | Location of Assessme | Imaging Metho | Overall Assessmen
# Form Instance
t nt d t
1. Repeating Pages
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Visit: POT_COVID_ILL 1-Unscheduled Form: IMAGING
Visit on Sep/02/2020

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

Subject No: 12313653
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

Imaging

1

Date of Assessment:

I

Location of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET
Visit on Oct/19/2020

Form Version: 22-Apr-2020 2103

Site No: 1231

Subject No: 12313653

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

Date of Visit

1. | Date of Visit Oct/19/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_B
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Oct/19/2020
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: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
Signsand Symptoms
1. | Date of Assessment: Oct/19/2020
2. | Date of First Symptom Started: | Sep/10/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/7/2020
Symptoms
42|/ symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES
4.d || symptoms: CHILLS
Was symptom present? NO
4.e 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
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Header Text: C4591001

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

Visit on Oct/19/2020
Form Version: 10-Oct-2020 16:02
Site No: 1231

Subject No: 12313653

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
AN 1| symptoms: DIARRHEA

Was symptom present? NO
41| | symptoms: VOMITING

Was symptom present? NO
Symptoms - Other
5. Symptoms - Other Text: [
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1231

Subject No: 12313653

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

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 of . Specimen Coal _
# | Collectio Specimen T lection L ocati Assay Code and Descripti Device Type Form Insta
ype on nce
n on
1. | Oct/19/2 | SWABBED | NASOPHARY | SEVEREACUTERESPS | SARS-COV-2DI | Repeating
020 MATERIAL | NX YNDROME CORONAVIR | AGNOSTIC TE Pages
us2 ST
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: MICROBIOLOGY SPECIMEN
Visit on Oct/19/2020

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

Subject No: 12313653
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete

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: Oct/19/2020
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 BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [1
9. | Trade Name Other, Specify: [1
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Header Text: C4591001

Visit on Oct/19/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

SELF
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

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

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

[Sample collected by the physician team)]

Aliquot

Please enter barcode for each aliquot.

S Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Visit on Oct/19/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313653
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:
Oct/19/2020
4, | If nosamplewascollectedor | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sampleID [BPT7W1]
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Header Text: C4591001

Visit on Oct/19/2020
Form Version: 10-Oct-2020 15:59
SiteNo: 1231

Subject No: 12313653

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION

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

1.a|| physician or Hedlthcare SPECIALIST
Professiondl:
Occurrence of Visitsor YES
Contacts: Number of Visits or Contacts:
(1]
1b || physician or Hedlthcare EMERGENCY ROOM
Professiondl:
Occurrence of Visitsor YES
Contacts: Number of Visits or Contacts:
(1]
1.¢ || Physician or Healthcare PRIMARY CARE PHYSICIAN
Professiondl:
Occurrence of Visitsor NO
Contacts:
1.d || physician or Hedlthcare URGENT CARE
Professiondl:
Occurrence of Visitsor NO
Contacts:
le Physician or Healthcare TELEPHONE CONSULTATION
Professiondl:
Occurrence of Visitsor YES
Contacts: Number of Visits or Contacts:
(1]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION

Visit on Oct/19/2020
Form Version: 10-Oct-2020 15:59
Site No: 1231

Subject No: 12313653

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
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visitsor NO
Contacts:
Health Care Utilization Other
2. | Other Type of Practitioner []
Specify:
Health Care Utilization
3. | Hasthe subject been YES
hospitalized due to potential Has the subject been in intensive care due to potential COVID-19
COVID-19illness? illness?
NO
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Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 2
Form Version: 22-Apr-2020 21:02

Subject No: 12313653
Generated By:

Form: HOSPITALIZATION DETAILS

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

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

Hospitalization Ter

Admission Da

*** Confidential***

# | Hospitalization Category m te Ongoing Form Instance
1. |HOSPITALIZATION STAT | HOSPITAL Nov/8/2020 NO Repeating
us Discharge Dat Pages
€
Nov/12/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HOSPITALIZATION DETAILS

Visit on Oct/19/2020
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313653
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

Hospitalization Details

1. | Hospitalization Category:

HOSPITALIZATION STATUS

2. | Hospitalization Term: HOSPITAL

3. | Admission Date: Nov/8/2020

4. | Ongoing? NO
Discharge Date:
Nov/12/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12313653

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 Ident | Con Non-Drug TreatmentsPre- | Treatme | Treatme | Start Da
# - . Form Instance
ifier specified nt nt te
10[] [] Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: RESPIRATORY TREATMENT
Visit on Oct/19/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313653

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

Respiratory Treatment

1

What is the treatment
Identifier?

[]

Concomitant Non-drug
Treatment Pre-specified:

Treatment:

Treatment:

[]

Start Date:

I

o0 M| w

Ongoing?
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Header Text: C4591001

Visit on Oct/19/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Form: ILLNESS DETAILS

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

Illness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis:
[Ischemic stroke]

Date of Diagnosis:
Nov/6/2020

3. | Toxicity Grade:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 17-Jul-2020 2155
Site No: 1231

Subject No: 12313653

Form: ILLNESS DETAILS - SEVERE

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 of Cli | Subcategory of Clinical Even | Diagnosis O | Toxicity | Form Instan
nical Event: t btained Grade ce
1. DELETED | SEVERE COVI |SIGNIFICANT ACUTENEU |YES 3 Repeating
D-19ILLNESS |ROLOGICDYSFUNCTION Diagnosis: Pages
Ischemic
Stroke
Start Date:
Nov/8/20
20
Ongoing?
YES
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Header Text: C4591001

Visit on Oct/19/2020
Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

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

Form Status: Data Complete, Deleted, Frozen

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
eCRF Audit Trail History
Form Audit Trail

Illness Details

1. | Category of Clinical Event:

2. | Subcategory of Clinical Event:

3. | Was adiagnosis obtained?

4. | Toxicity Grade:

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

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

Form Version: 21-Aug-2020 02:49

Site No: 1231

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

Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor | Collection | Specimen Form Instanc
# Lab Test Name Date: Type Lab Result e
L [] Sponsor-Defined | Tes | Resu Repeating
| dentifier t| It Pages
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Header Text: C4591001

Visit on Oct/19/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled

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;

I

4. | Specimen Type:

*** Confidential***

L ab Result
S, Sponsor ID: [1
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Form: LOCAL LABORATORY DATA - REPEATING

Hematology

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

Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor Name ( | Collectio | Specime Form Instan
# 1 Lab Test DERIVED) | nDate | nType Lab Result ce
L [] Sponsor-Define | Te | Res | | Repeding
d Identifier | st: | ult: Pages
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Header Text: C4591001

Visit on Oct/19/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled

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;

I

4. | Specimen Type:

*** Confidential***

L ab Result
S, Sponsor ID: [1
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12313653

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
L Record | dentifier: systolic: Diastolic: Repeating Pages
Page 76 of 485
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Header Text: C4591001

Visit on Oct/19/2020
Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled 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 |dentifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beatYminute:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2
Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12313653

Form: VITAL SIGNS - PULSE OX ROOM AIR

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
L Record | dentifier: Oxygen Saturation Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: VITAL SIGNS - PULSE OX ROOM AIR
Visit on Oct/19/2020

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

Subject No: 12313653
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

\Y,

ital Signs

1

Date:

I

Vi

ital Signs Details

2.

Record |dentifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21.:52
Site No: 1231

Subject No: 12313653

Generated By:

(b) (4)

Form: OXY GENATION 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 Assessm

Arterial Blood Gases Pa

FiO2 (Fraction of Inhaled Oxy

# ent 02 gen) Form Instance
1 [] [] Repeating
Pages
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Header Text: C4591001

Visit on Oct/19/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled 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. | Arterial Blood Gases PaO2
(mmHg):

[]

3. | FiO2 (Fraction of Inhaled
Oxygen):

[]

*** Confidential***

Page 81 of 485

FDA-CBER-2021-5683-0876011




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:55

Site No: 1231

Subject No: 12313653

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
4 Sponsor-Define | Category for M | Concomitant Medicatio | Nameof Me | Start | Form Instan
d Identifier edication ns Pre-specified dication Date ce
1[] [] Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Visit on Oct/19/2020

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

Subject No: 12313653
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

Concomitant M edications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Start Date:

I

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313653

Form: IMAGING

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 of Assessmen | Location of Assessme | Imaging Metho | Overall Assessmen
# Form Instance
t nt d t
1. | Nov/8/2020 CHEST CT SCAN NORMAL Repeating Pages
2. | Nov/8/2020 HEAD CT SCAN NORMAL Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: IMAGING
Visit on Oct/19/2020

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

Subject No: 12313653
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

*** Confidential***

Imaging
1. | Date of Assessment: Nov/8/2020
2. | Location of Assessment: CHEST
3. | Type of Imaging Exam: CT SCAN
4. | Assessment: NORMAL
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: IMAGING
Visit on Oct/19/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313653

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

Imaging
1. | Date of Assessment: Nov/8/2020
2. | Location of Assessment: HEAD
3. | Type of Imaging Exam: CT SCAN
4. | Assessment: NORMAL
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET
Visit on Dec/22/2020
Form Version: 22-Apr-2020 2103 Form Status. Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
Date of Visit
1. | Date of Visit Dec/22/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: CcoviD_C
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Dec/22/2020

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313653

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

Signsand Symptoms

1. | Date of Assessment: Dec/22/2020

2. | Date of First Symptom Started: | Dec/20/2020

3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Dec/30/2020

Symptoms

4.8 || 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

4.d || symptoms: CHILLS
Was symptom present? NO

4.e 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
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Header Text: C4591001

Visit on Dec/22/2020
Form Version: 10-Dec-2020 02:29
Site No: 1231

Subject No: 12313653

Visit: POT_COVID_ILL 3 - Unscheduled 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; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
AN 1| symptoms: DIARRHEA

Was symptom present? NO
41| | symptoms: VOMITING

Was symptom present? NO
Symptoms - Other
5. Symptoms - Other Text: [
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313653

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 of . Specimen Coal _
# | Collectio Specimen T lection L ocati Assay Code and Descripti Device Type Form Insta
ype on nce
n on
1. | Dec/22/2 | SWABBED | NASOPHARY | SEVERE ACUTERESPS | SARS-COV-2DI | Repeating
020 MATERIAL | NX YNDROME CORONAVIR | AGNOSTIC TE Pages
us2 ST
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Header Text: C4591001

Visit on Dec/22/2020
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Form: MICROBIOLOGY SPECIMEN

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/22/2020

Specimen Type:

SWABBED MATERIAL

Specimen Collection Location:

NASOPHARY NX

Assay Code and Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

SARS-COV-2 DIAGNOSTIC TEST

2
3
4
5. | Device Type:
6
7
8
9

*** Confidential***

Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
Test Result: NEGATIVE
Comments/Findings/Details: []
Trade Name Other, Specify: []
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Visit on Dec/22/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

SELF
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

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

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

[Sample collected by ateam physician]

Aliquot

Please enter barcode for each aliquot.

S Sample ID

[]
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Header Text: C4591001

Visit on Dec/22/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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:
Dec/22/2020
4, | If nosamplewascollectedor | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sampleID [BPWSCB]
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Form: HEALTH CARE UTILIZATION

Visit on Dec/22/2020
Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12313653
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

1.a|| physician or Hedlthcare

Professiondl:

SPECIALIST

Occurrence of Visitsor
Contacts:

NO

1b Physician or Healthcare

Professiondl:

EMERGENCY ROOM

Occurrence of Visitsor
Contacts:

NO

1.¢ || Physician or Hedlthcare

Professiondl:

PRIMARY CARE PHYSICIAN

Occurrence of Visitsor
Contacts:

NO

1d Physician or Healthcare

Professional:

URGENT CARE

Occurrence of Visitsor
Contacts:

NO

1. || Physician or Hedlthcare

Professional:

TELEPHONE CONSULTATION

Occurrence of Visitsor
Contacts:

NO

1f Physician or Healthcare

Professional:

OTHER

Occurrence of Visitsor
Contacts:

NO
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Header Text: C4591001

Visit on Dec/22/2020
Form Version: 10-Dec-2020 02:26
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Form: HEALTH CARE UTILIZATION

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

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

*** Confidential***

3. | Hasthe subject been NO
hospitalized due to potential
COVID-19illness?
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Header Text: C4591001

Visit: POT_COVID_ILL 3
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

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

Subject Initials: ---

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

Hospitalization Categor

Hospitalization Ter

Admission Dat

# Ongoing Form Instance
y m e
1. | Not Applicable Not Applicable Not Applicable | Not Applicable | Repeating Pages
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Header Text: C4591001

Visit on Dec/22/2020
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Form: HOSPITALIZATION 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

Back to Form
Form Comments
eCRF Audit Trail History

Hospitalization Details

*** Confidential***

1. | Hospitalization Category: Not Applicable Comments
2. | Hospitalization Term: Not Applicable Comments
3. | Admission Date: Not Applicable Comments
1
4. | Ongoing? Not Applicable Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:53

Form: RESPIRATORY TREATMENT

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Treatment Ident | Con Non-Drug TreatmentsPre- | Treatme | Treatme | Start Da
# - . Form Instance
ifier specified nt nt te
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: RESPIRATORY TREATMENT
Visit on Dec/22/2020

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

Subject No: 12313653
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

Respiratory Treatment

1

What is the treatment
Identifier?

[]

Concomitant Non-drug
Treatment Pre-specified:

Treatment:

Treatment:

[]

Start Date:

I

o0 M| w

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: ILLNESS DETAILS

Visit on Dec/22/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313653
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

Illness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis:
[Pharyngitis]

Date of Diagnosis:
Dec/22/2020

3. | Toxicity Grade:
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Site No: 1231

Subject No: 12313653

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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
4 Category of Clinical E | Subcategory of Clinical | Diagnosis Obtai | Toxicity Gra Form Instance
vent: Event ned de
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: ILLNESSDETAILS - SEVERE

Visit on Dec/22/2020
Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12313653
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

Illness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was adiagnosis obtained?
4

Toxicity Grade:

Page 102 of 485

*** Confidential***
FDA-CBER-2021-5683-0876032




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 3

Site No: 1231

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

Form Version: 21-Aug-2020 02:49

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

Cosme Argerich

*** Confidential***

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor | Collection | Specimen Form Instanc
# Lab Test Name Date: Type Lab Result e
L Sponsor-Defined | Tes | Resu Repeating
| dentifier t| It Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled

Visit on Dec/22/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313653
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;

I

4. | Specimen Type:

L ab Result
S Sponsor ID: [1
Test:
Result: [1
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

Form: LOCAL LABORATORY DATA - REPEATING

Hematology

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

Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor Name ( | Collectio | Specime Form Instan
# 1 Lab Test DERIVED) | nDate | nType Lab Result ce
L Sponsor-Define | Te | Res | | Repeding
d Identifier | st: | ult: Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled

Visit on Dec/22/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313653
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;

I

4. | Specimen Type:

L ab Result
S, Sponsor ID: [1
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 3

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

Subject No: 12313653

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
L Record | dentifier: systolic: Diastolic: Repeating Pages
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Visit: POT_COVID_ILL 3- Unscheduled Form: VITAL SIGNS- COVID
Visit on Dec/22/2020

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

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

Subject No: 12313653 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 |dentifier:

Systalic: [

Diastolic: [1

Respiratory Ratein [1
respirations/minute:

Heart Rate in beats/minute; [1

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)
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Subject No: 12313653

Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 21-Aug-2020 02:51
Site No: 1231

Form: VITAL SIGNS - PULSE OX ROOM AIR

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
L Record | dentifier: Oxygen Saturation Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: VITAL SIGNS - PULSE OX ROOM AIR
Visit on Dec/22/2020

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12313653

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

\Y,

ital Signs

1

Date:

I

Vi

ital Signs Details

2.

Record |dentifier:

SPO2 Pulse Oximetry %
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Header Text: C4591001

Visit: POT_COVID_ILL 3
Form Version: 06-Jul-2020 21.:52
Site No: 1231

Subject No: 12313653

Form: OXY GENATION PARAMETERS

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 Time of Assessm | Arterial Blood Gases Pa | FiO2 (Fraction of Inhaled Oxy
# Form Instance
ent 02 gen)
1 Repesting
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: OXYGENATION PARAMETERS

Visit on Dec/22/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313653
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

Oxygenation Parameters

1. | Date Time of Assessment:

I

2. | Arterial Blood Gases PaO2
(mmHg):

[]

3. | FiO2 (Fraction of Inhaled
Oxygen):

[]
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Site No: 1231

Subject No: 12313653

Header Text: C4591001
Visit: POT_COVID_ILL 3
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
4 Sponsor-Define | Category for M | Concomitant Medicatio | Nameof Me | Start | Form Instan
d Identifier edication ns Pre-specified dication Date ce
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Visit on Dec/22/2020

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

Subject No: 12313653
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

Concomitant M edications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Start Date:

I

Ongoing?
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Header Text: C4591001
Visit: POT_COVID_ILL 3

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

Subject No: 12313653

Form: IMAGING

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 of Assessmen | Location of Assessme | Imaging Metho | Overall Assessmen
# Form Instance
t nt d t
1. Repeating Pages
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Visit: POT_COVID_ILL 3-Unscheduled Form: IMAGING

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Visit on Dec/22/2020
Form Version: 06-Jul-2020 21:53 Form Status. Not Started
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Imaging
1. | Date of Assessment: 1
2. | Location of Assessment:
3. | Type of Imaging Exam:
4. | Assessment:
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Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET
Visit on Mar/02/2021
Form Version: 22-Apr-2020 2103 Form Status. Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
Date of Visit
1. | Date of Visit Mar/2/2021
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: CcoviD_D
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Visit on Mar/02/2021

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

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

Subject No: 12313653 Subject Initials; ---

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

eCRF Audit Trail History

Signsand Symptoms

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

1. | Date of Assessment: Mar/2/2021

2. | Date of First Symptom Started: | Mar/1/2021

3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Mar/12/2021

Symptoms

4.8 || 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? YES

4.d || symptoms: CHILLS
Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES

4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO

49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
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Header Text: C4591001

Visit on Mar/02/2021
Form Version: 20-Feb-2021 02:17
Site No: 1231

Subject No: 12313653

Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete

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
AN 1| symptoms: DIARRHEA

Was symptom present? NO
41| | symptoms: VOMITING

Was symptom present? NO
Symptoms - Other
Sa|| symptoms - Other Text: [Asthenia]
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Header Text: C4591001
Visit: POT_COVID_ILL 4
Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313653

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 of . Specimen Col o
# | Collectio Specimen T lection L ocati Assay Code and Descripti Device Type Form Insta
ype on nce
n on
1. | Mar/2/20 | SWABBED | NASOPHARY | SEVERE ACUTERESPS | SARS-COV-2D | Repeating
21 MATERIA | NX YNDROME CORONAVIR | IAGNOSTIC TE Pages
L us2 ST
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Header Text: C4591001

Visit on Mar/02/2021
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 4 - Unscheduled Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete

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:

Mar/2/2021

Specimen Type:

SWABBED MATERIAL

Specimen Collection Location:

NASOPHARY NX

Assay Code and Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

SARS-COV-2 DIAGNOSTIC TEST

2
3
4
5. | Device Type:
6
7
8
9

*** Confidential***

Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
Test Result: NEGATIVE
Comments/Findings/Details: []
Trade Name Other, Specify: [
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Visit on Mar/02/2021
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

SELF
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

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

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

[Sample collected by team physician]

Aliquot

Please enter barcode for each aliquot.

S Sample ID

[]
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Header Text: C4591001

Visit on Mar/02/2021
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 4 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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:
Mar/2/2021
4, | If nosamplewascollectedor | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BR2002]
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: HEALTH CARE UTILIZATION
Visit on Mar/02/2021

Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12313653

Generated By:

(b) (4)

Form Status: Data Complete

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

1.a|| physician or Hedlthcare SPECIALIST
Professiondl:
Occurrence of Visitsor NO
Contacts:
1b|| physician or Healthcare EMERGENCY ROOM
Professiondl:
Occurrence of Visitsor YES
Contacts: Number of Visits or Contacts:
(1]
1.¢ || Physician or Hedlthcare PRIMARY CARE PHYSICIAN
Professiondl:
Occurrence of Visitsor NO
Contacts:
1.d || physician or Hedlthcare URGENT CARE
Professiondl:
Occurrence of Visitsor NO
Contacts:
1. || Physician or Hedlthcare TELEPHONE CONSULTATION
Professiondl:
Occurrence of Visitsor NO
Contacts:
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Header Text: C4591001

Visit on Mar/02/2021
Form Version: 20-Feb-2021 02:19
Site No: 1231

Subject No: 12313653

Visit: POT_COVID_ILL 4 - Unscheduled Form: HEALTH CARE UTILIZATION

Form Status: Data Complete

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
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visitsor NO
Contacts:
Health Care Utilization Other
2. | Other Type of Practitioner []
Specify:
Health Care Utilization
3. | Hasthe subject been NO
hospitalized due to potential
COVID-19illness?
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Header Text: C4591001

Visit: POT_COVID_ILL 4
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

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

Subject Initials: ---

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

Hospitalization Categor

Hospitalization Ter

Admission Dat

# Ongoing Form Instance
y m e
1. | Not Applicable Not Applicable Not Applicable | Not Applicable | Repeating Pages
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Header Text: C4591001

Visit on Mar/02/2021
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 4 - Unscheduled Form: HOSPITALIZATION 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

Back to Form
Form Comments
eCRF Audit Trail History

Hospitalization Details

*** Confidential***

1. | Hospitalization Category: Not Applicable Comments
2. | Hospitalization Term: Not Applicable Comments
3. | Admission Date: Not Applicable Comments
1
4. | Ongoing? Not Applicable Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 4

Form Version: 06-Jul-2020 21:53

Form: RESPIRATORY TREATMENT

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Treatment Ident | Con Non-Drug TreatmentsPre- | Treatme | Treatme | Start Da
# - . Form Instance
ifier specified nt nt te
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: RESPIRATORY TREATMENT
Visit on Mar/02/2021

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

Subject No: 12313653
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

Respiratory Treatment

1

What is the treatment
Identifier?

[]

Concomitant Non-drug
Treatment Pre-specified:

Treatment:

Treatment:

[]

Start Date:

I

o0 M| w

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: ILLNESS DETAILS

Visit on Mar/02/2021
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Form Status: Data Complete

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

Illness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis:
[Asthmatic crisig]

Date of Diagnosis:
Mar/1/2021

3. | Toxicity Grade:
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Header Text: C4591001
Visit: POT_COVID_ILL 4

Site No: 1231

Subject No: 12313653

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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
4 Category of Clinical E | Subcategory of Clinical | Diagnosis Obtai | Toxicity Gra Form Instance
vent: Event ned de
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: ILLNESS DETAILS - SEVERE

Visit on Mar/02/2021
Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12313653
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

Illness 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 4

Site No: 1231

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

Form Version: 21-Aug-2020 02:49

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

Cosme Argerich

*** Confidential***

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor | Collection | Specimen Form Instanc
# Lab Test Name Date: Type Lab Result e
L Sponsor-Defined | Tes | Resu Repeating
| dentifier t| It Pages
Page 133 of 485

FDA-CBER-2021-5683-0876063




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled

Visit on Mar/02/2021
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313653
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;

I

4. | Specimen Type:

L ab Result
S Sponsor ID: [1
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
Page 134 of 485

*** Confidential***
FDA-CBER-2021-5683-0876064




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 4

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

Form: LOCAL LABORATORY DATA - REPEATING

Hematology

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

Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor Name ( | Collectio | Specime Form Instan
# 1 Lab Test DERIVED) | nDate | nType Lab Result ce
L Sponsor-Define | Te | Res | | Repeding
d Identifier | st: | ult: Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled

Visit on Mar/02/2021
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313653
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;

I

4. | Specimen Type:

L ab Result
S, Sponsor ID: [1
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 4

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

Subject No: 12313653

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
L Record | dentifier: systolic: Diastolic: Repeating Pages
Page 137 of 485
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: VITAL SIGNS- COVID
Visit on Mar/02/2021

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

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

Subject No: 12313653 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 |dentifier:

Systalic: [

Diastolic: [1

Respiratory Ratein [1
respirations/minute:

Heart Rate in beats/minute; [1

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)
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Subject No: 12313653

Header Text: C4591001

Visit: POT_COVID_ILL 4

Form Version: 21-Aug-2020 02:51
Site No: 1231

Form: VITAL SIGNS - PULSE OX ROOM AIR

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
L Record | dentifier: Oxygen Saturation Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: VITAL SIGNS- PULSE OX ROOM AIR
Visit on Mar/02/2021

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12313653

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

\Y,

ital Signs

1

Date:

I

Vi

ital Signs Details

2.

Record |dentifier:

SPO2 Pulse Oximetry %
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Header Text: C4591001

Visit: POT_COVID_ILL 4
Form Version: 06-Jul-2020 21.:52
Site No: 1231

Subject No: 12313653

Form: OXY GENATION PARAMETERS

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 Time of Assessm | Arterial Blood Gases Pa | FiO2 (Fraction of Inhaled Oxy
# Form Instance
ent 02 gen)
1 Repesting
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: OXYGENATION PARAMETERS

Visit on Mar/02/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313653
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

Oxygenation Parameters

1. | Date Time of Assessment:

I

2. | Arterial Blood Gases PaO2
(mmHg):

[]

3. | FiO2 (Fraction of Inhaled
Oxygen):

[]
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Site No: 1231

Subject No: 12313653

Header Text: C4591001
Visit: POT_COVID_ILL 4
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
4 Sponsor-Define | Category for M | Concomitant Medicatio | Nameof Me | Start | Form Instan
d Identifier edication ns Pre-specified dication Date ce
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Visit on Mar/02/2021

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

Subject No: 12313653
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

Concomitant M edications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Start Date:

I

Ongoing?
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Header Text: C4591001
Visit: POT_COVID_ILL 4

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

Subject No: 12313653

Form: IMAGING

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 of Assessmen | Location of Assessme | Imaging Metho | Overall Assessmen
# Form Instance
t nt d t
1. | Mar/1/2021 CHEST X-RAY NORMAL Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: IMAGING
Visit on Mar/02/2021

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313653

Generated By:

(b) (4)

Form Status: Data Complete

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

Imaging
1. | Date of Assessment: Mar/1/2021
2. | Location of Assessment: CHEST
3. | Type of Imaging Exam: X-RAY
4. | Assessment: NORMAL
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Oct/06/2020

Form Version: 22-Apr-2020 21.04
Site No: 1231

Subject No: 12313653
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

*** Confidential***

Date of Visit

1. | Date of Visit Oct/6/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_A1
Page 147 of 485
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Oct/06/2020

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

Subject No: 12313653
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/6/2020
4. |If nosamplewascollectedor | ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleD [BNV624]
5P || sample D [BP1VRY]
5.c
Sample ID [BNV62]]
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Feb/17/2021

Form Version: 22-Apr-2020 21.04
Site No: 1231

Subject No: 12313653
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

*** Confidential***

Date of Visit

1. | Date of Visit Feb/17/2021

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: CoviD_C1
Page 149 of 485

FDA-CBER-2021-5683-0876079




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Feb/17/2021

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

Subject No: 12313653
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:
Feb/17/2021
4. |If nosamplewascollectedor | ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleD [BRMST7]
5P || sample D [BSIRSM]
5C || Sample D [BS1RRZ]
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Header Text: C4591001
Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313653
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

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21.04
Site No: 1231

Subject No: 12313653
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

Unplanned Assessments

1. | Assessments
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Header Text: C4591001
Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT
Form Version: 15-Sep-2020 21:55
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

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 - Treatment

*** Confidential***

1. | Date of Oct/13/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: C4591001
Visit: Follow-Up - Unscheduled

Form Version: 15-Sep-2020 21:53

Site No: 1231

Subject No: 12313653
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
/Death :

I

Phase of Disposition:

Status:

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: 12313653
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

I

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_REPEAT _SWAB -
New Unscheduled Visit

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

Subject No: 12313653
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 samplewascollectedor | [ ]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. || Sample 1D []
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

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

Subject No: 12313653

Form: DATE OF VISIT

Form Status; Not Started

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 of Visit
1. | Date of Visit 1l
2. | Erroneous Visit
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 28-Mar-2021 02:28
SiteNo: 1231

Subject No: 12313653
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:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

[]

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: 12313653
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:

I

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

5. | Specimen Type:

Lab Result

6. Sponsor ID:

[]

Test:

Result:

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: 12313653
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

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomica Location:

Body Side:

Route:

Actual Dose;

[]

|| N[ |0 ~]|wIDN

Unit:

=
©

Timeframe Subject Was
Observed

=
=

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

Visit: Unplanned Vaccination -
Unscheduled

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

Subject No: 12313653
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:

[]

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

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

Subject No: 12313653
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 - Form: DATE OF VISIT
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: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
Date of Visit
1. | Date of Visit Feb/17/2021
2. | Erroneous Visit
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Header Text: C4591001

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

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

Subject No: 12313653
Generated By: (b) (4)

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 - |s
participant willing to return for
Vaccination 3?

Participant iswilling to return for Vaccination 3
Participant is:
eligible per other protocol allowance(s) and confirmed to have
received only placebo at Vaccination 1/2

Page 164 of 485

*** Confidential***
FDA-CBER-2021-5683-0876094




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001
Visit: V101_VAX3

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

Subject No: 12313653

Form: DATE OF VISIT
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
eCRF Audit Trail History
Date of Visit
1. | Date of Visit Feb/25/2021
2. | Erroneous Visit
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31

Site No: 1231

Subject No: 12313653

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/25/2021
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Header Text: C4591001
Visit: V101 VAX3

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

Subject No: 12313653
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 Met

*** Confidential***

1 Description of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria Met
2 Description of Exclusion Not Applicable
Criterion Met
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31

Site No: 1231

Subject No: 12313653
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
Compl etion/Discontinuation
/Death :

Feb/25/2021

2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: []
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*** Confidential***

Header Text: C4591001
Visit: V101 _VAX3 Form: LAB URINALY SIS - PREGNANCY TEST
Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
Lab Urinalysis
1. | Lab Panel: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Feb/25/2021
4, | Laboratory Name and Address | [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 | sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done;
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Header Text: C4591001
Visit: V101 VAX3

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

Subject No: 12313653
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/25/2021
4. |If nosamplewascollectedor | ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleD [BRZ1GN]
5P || sample D [BR1ZSL]
5C || Sample D [BRZ1G8]
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Header Text: C4591001

Visit: V101 _VAX3

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12313653
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/25/2021
4. | If no samplewas collectedor [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BR20TX]
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12313653
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/25/2021 15:51
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was 30 MINUTES
Observed
11. | Was the subject observed for at | YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001
Visit: V102_VAX4

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

Subject No: 12313653
Generated By:

(b) (4)

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

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V102 VAX4

Form Version: 20-Feb-2021 02:14
Site No: 1231

Subject No: 12313653
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 Pandl:

Lab Sub-Panel:

I

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

5. | Specimen Type:

L ab Result

6. Sponsor ID: [1
Test:
Result:
Not Done:
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Header Text: C4591001
Visit: V102_VAX4

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL 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

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: C4591001

Visit: V102 VAX4

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

Subject No: 12313653
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

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose;

[]

Ol | N[ || &~ w0]|DN

Unit:

[EEN
©

Timeframe Subject Was
Observed

=
=

Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001
Visit: V103_MONTH1

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

Subject No: 12313653
Generated By:

(b) (4)

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

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21.04 Form Status: Not Started

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

Subject No: 12313653 Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)
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Header Text: C4591001
Visit: V104_MONTHG6

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

Subject No: 12313653
Generated By:

(b) (4)

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

Date of Visit

I

2.

Erroneous Visit
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Header Text: C4591001

Visit: V104 MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21.04 Form Status: Not Started

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

Subject No: 12313653 Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: C4591001
Visit: V105_MONTH18
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313653
Generated By:

(b) (4)

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

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V105 MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21.04 Form Status: Not Started

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

Subject No: 12313653 Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Page 182 of 485

*** Confidential***
FDA-CBER-2021-5683-0876112




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

Visit: FURTHER_VACCINATION_EOT - Form: DISPOSITION - TREATMENT
Unscheduled

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

Subject No: 12313653
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

Disposition - Treatment

1

Date of
Completion/Discontinuation
/Death :

I

Phase of Disposition:

Status:

Specify Status:

[]
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Header Text: C4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313653

Form: ADVERSE EVENT REPORT

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
AE Ide Start Dat | Isthe AdverseEv | Form Instan
# Category ntifier Adverse Event e ent Still Ongoing ce
1. DELETED |ADVERS |1 Exacerbation of bron | Sep/15/20 | YES Repeating
E EVENT chial asthma, dyspne |20 20:00 Pages
a
2. ADVERS |2 Ischemic Stroke Nov/6/20 | NO Repeating
E EVENT 20 23:00 End Date Time: Pages
Jan/22/2021 18:
00
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313653
Generated By: (b) (4)

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

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
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

2.

AEID:

[2] Comments

3.

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

Start Date Time:

|sthe adverse event still
ongoing?

Toxicity Grade:

|sthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;

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

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313653
Generated By: (b) (4)

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

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 ***

Isthis adverse event the result
of astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

Isthis event related to study
treatment:

10.

Latest Action Taken with
Study Treatment:

11

Was a Concomitant Medication
given?

12.

Was aNon-Drug Treatment
given?

13.

What was the outcome of this
adverse event?:

14.

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

15.

Serious Adverse Event
Number: For Pfizer Use Only

[]
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313653
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
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
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[2]

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

[Ischemic Stroke]

4. | Start Date Time: Nov/6/2020 23:00
5. | Isthe adverse event still NO
ongoing? End Date Time:
Jan/22/2021 18:00
6. | Toxicity Grade: 3
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313653
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
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

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; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical intervention
to prevent above outcomes).

YES
Is this serious event associated with congenital anomaly or birth
defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event

NO
8. | Isthisadverse event theresult [ NO
of astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. | Isthis event related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
10. | Latest Action Taken with NOT APPLICABLE
Study Treatment:
11. | Was a Concomitant Medication | YES
given?
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313653
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
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

12. | Was a Non-Drug Treatment
given?

NO

13. | What was the outcome of this

RECOVERED/RESOLVED WITH SEQUELAE

*** Confidential***

adverse event?.
14. | Did the adverse event cause the | NO
subject to be discontinued from
the study?
15. | Serious Adverse Event [2020443208]
Number: For Pfizer Use Only
Page 189 of 485

FDA-CBER-2021-5683-0876119




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1231

Subject No: 12313653

Form: MEDICATION ERROR

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 Categ | Medication | Start D | Isthemedication error St | Study Medication Err | Form Instanc
ory Error ate ill Ongoing orsAction e
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: 12313653
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, |1sthe medication error still
ongoing?

5. | Latest Action Taken with
Study Treatment:

6. | Was a Concomitant Medication
given?

7. | WasaNon-Drug Treatment
given?

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

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

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

[]

*** Confidential***

Page 191 of 485

FDA-CBER-2021-5683-0876121




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001
Visit: Logs

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

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

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

Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Sponsor-Define | Category for M | Concomitant Medicatio | Nameof Me | Start | Form Instan
d Identifier edication ns Pre-specified dication Date ce
1 Repeating
Pages
Page 192 of 485

*** Confidential***
FDA-CBER-2021-5683-0876122




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

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

Subject No: 12313653
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 M edications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Date:

I
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12313653

Form: CONCOMITANT MEDICATIONS - PROHIBITED

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 Sponsor-Define | Category for | Concomitant Medicati | Name of Me | Dose Desc | Form Instan
d Identifier M edication ons Pre-specified dication ription ce
1 Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21.03 Form Status: Not Started
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials: ---
Generated By: (b) (4) 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: [1
Provide the complete generic
drug name (including salt form,
where applicable). Where
generic name is unknown,
enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).
5. | Dose: [1
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?
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Header Text: C4591001
Visit: Logs
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313653

Form: RADIATION 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
Catego | Treatment Ident | Con Non-Drug Treatments Pre-s | Treatme | Start Da
# - - Form Instance
ry ifier pecified nt te
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313653
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 is the treatment
Identifier?

[]

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

4. | Treatment:

[]

5. | Start Date:

I

6. | Ongoing?
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12313653

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
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Header Text: C4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21.03 Form Status: Not Started

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

Subject No: 12313653 Subject Initials: ---

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

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion: 1l
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Header Text: C4591001

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

Subject No: 12313653
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/17/2021

2.

Primary Reason for
Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12313653
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 :
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Header Text: C4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21.03 Form Status: Not Started

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

Subject No: 12313653 Subject Initials: ---

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

Death Details

1. | Date of Collection / 1

Notification of Death:

Cause of Death

2. || Cause of Death Status:

Cause of Death: [1

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)
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Header Text: C4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

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: 12313653 Subject Initials; ---

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

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP

2. | Subject Status Date Oct/13/2020

Page 203 of 485
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Header Text: C4591001
Visgit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12313653

Generated By:

(b) (4)

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

Page 204 of 485
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Site No: 1231

Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21.04

Subject No: 12313653

Form Status. Data Complete, Signed, 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
Audit Trail
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-17-2021 15:12:52 (UTC-03:00) City | BOOK Signed
of Buenos Aires
Affidavit:
By my dated signature below, I, (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.

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Form: HOSPITALIZATION DETAILS - Comments

Visit on Sep/02/2020
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313653
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

Item | Date User Comment
Form | Jan-19-2021 12:58:55 (UTC-03:00) City | (b) (4), Not Applicable
of Buenos Aires (b) (6)
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Subject No: 12313653
Generated By: (b) (4)

Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Form: HOSPITALIZATION DETAILS - Comments
Visit on Sep/02/2020

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

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

*** Confidential***

Item | Date User Comment
1 Jan-19-2021 12:58:55 (UTC-03:00) City | (b) (4), Not Applicable
of Buenos Aires (b) (6)
Page 207 of 485

FDA-CBER-2021-5683-0876137




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Form: HOSPITALIZATION DETAILS - Comments
Visit on Sep/02/2020

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

Subject No: 12313653
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

Item | Date User Comment
2 Jan-19-2021 12:58:55 (UTC-03:00) City (b) (4), Not Applicable
of Buenos Aires (b) (6)
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Subject No: 12313653
Generated By: (b) (4)

Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Form: HOSPITALIZATION DETAILS - Comments
Visit on Sep/02/2020

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

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

*** Confidential***

Item | Date User Comment
3 Jan-19-2021 12:58:55 (UTC-03:00) City (b) (4), Not Applicable
of Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Form: HOSPITALIZATION DETAILS - Comments

Visit on Sep/02/2020
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313653
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

Item | Date User Comment
4 Jan-19-2021 12:58:55 (UTC-03:00) City | (b) (4), Not Applicable
of Buenos Aires (b) (6)
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Header Text: C4591001

Visit on Dec/22/2020
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Form: HOSPITALIZATION DETAILS - Comments

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

Item | Date

User Comment

of Buenos Aires

Form | Jan-06-2021 22:49:47 (UTC-03:00) City | (b) (4), (b) Not Applicable

(6)

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Form: HOSPITALIZATION DETAILS - Comments
Visit on Dec/22/2020

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

Subject No: 12313653
Generated By: (b) (4)

Cosme Argerich

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

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

Back to Form

Item | Date User Comment
1 | Jan-06-2021 22:49:47 (UTC-03:00) City  |[(6)@);(b)  |Not Applicable
of Buenos Aires (6)
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Subject No: 12313653
Generated By: (b) (4)

Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Form: HOSPITALIZATION DETAILS - Comments
Visit on Dec/22/2020

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

Cosme Argerich

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

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

Back to Form

*** Confidential***

Item | Date User Comment
2 | Jan-06-2021 22:49:47 (UTC-03:00) City  |[(B) @) (6)  |Not Applicable
of Buenos Aires (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Form: HOSPITALIZATION DETAILS - Comments
Visit on Dec/22/2020

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

Subject No: 12313653
Generated By: (b) (4)

Cosme Argerich

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

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

Back to Form

Item | Date User Comment
3 | Jan-06-2021 22:49:47 (UTC-03:00) City  |[(®) @) (b)  |Not Applicable
of Buenos Aires (6)
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Header Text: C4591001

Visit on Dec/22/2020
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313653
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Form: HOSPITALIZATION DETAILS - Comments

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

*** Confidential***

Item | Date User Comment
4 | Jan-06-2021 22:49:47 (UTC-03:00) City | ()@, (b)) | Not Applicable
of Buenos Aires (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: HOSPITALIZATION DETAILS - Comments

Visit on Mar/02/2021
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313653
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

Item | Date

User Comment

Form | Mar-03-2021 12:59:41 (UTC-03:00) City | (b) (4), (b) Not Applicable

of Buenos Aires

(6)
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Subject No: 12313653
Generated By: (b) (4)

Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: HOSPITALIZATION DETAILS - Comments
Visit on Mar/02/2021

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

Cosme Argerich

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

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

Back to Form

*** Confidential***

Item | Date User Comment
1 |Mar-03-2021 12:59:41 (UTC-03:00) City |"(b)(4);(6)' | Not Applicable
of Buenos Aires (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: HOSPITALIZATION DETAILS - Comments
Visit on Mar/02/2021

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

Subject No: 12313653
Generated By: (b) (4)

Cosme Argerich

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

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

Back to Form

Item | Date User Comment
2 |Mar-03-2021 12:59:41 (UTC-03:00) City |/(B)@);(b)’  |Not Applicable
of Buenos Aires (6)
2 | Mar-03-2021 12:59:19 (UTC-03:00) City |/(b)@); ()’  |Not Applicable
of Buenos Aires (6)
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Subject No: 12313653
Generated By: (b) (4)

Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: HOSPITALIZATION DETAILS - Comments
Visit on Mar/02/2021

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

Cosme Argerich

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

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

Back to Form

*** Confidential***

Item | Date User Comment
3 | Mar-03-2021 12:59:41 (UTC-03:00) City |"(b)(4);(6)' | Not Applicable
of Buenos Aires (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: HOSPITALIZATION DETAILS - Comments

Visit on Mar/02/2021
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313653
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

Item | Date

User Comment

4 | Mar-03-2021 12:59:41 (UTC-03:00) City |"(b)(@); (b)) | Not Applicable

of Buenos Aires

(6)
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Header Text: C4591001
Visit: V101 VAX3

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

Subject No: 12313653
Generated By: (b) (4)

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

Back to Form

*** Confidential***

Item | Date User Comment
Form | Feb-25-2021 17:50:41 (UTC-03:00) City | (b) (4), Not Applicable
of Buenos Aires (b) (6)
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313653
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Comments
Form Status: Data Complete, Deleted, Frozen

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

Item | Date User Comment
2 Oct-26-2020 10:24:36 (UTC-03:00) City | (b) The event was added on covid 19 illness
of Buenos Aires ),
(b) (6
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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: 12313653 Subject Initials: ---

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

Back to Form

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-17-2021 15:12:52 (UTC-03:00) City | BOOK Signed
of 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 Mar-11-2021 12:47:59 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-09-2021 10:01:07 (UTC-03:00) City | BOOK Signed
of 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.

Page 223 of 485
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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: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Adolfo N/A Feb-25-2021 14:07:02 (UTC-03:00) City Edit - All
Gonzalez of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) Approved Feb-22-2021 20:05:01 (UTC-03:00) City | BOOK Signed
(6) of 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, eval uations 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-17-2021 14:21:27 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
Tatiana Approved Jan-29-2021 15:12:57 (UTC-03:00) City | BOOK Signed
Estrada of Buenos Aires
Affidavit:

By my dated signature below, |, TatianaEstrada, 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.

Page 224 of 485
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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: 12313653 Subject Initials: ---

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

(b) (6) N/A Jan-27-2021 17:50:51 (UTC-03:00) City Edit - All
of Buenos Aires signatures

invalidated

Affidavit:

N/A

MariaBeretta | Approved Jan-21-2021 12:25:23 (UTC-03:00) City | BOOK Signed

of Buenos Aires

Affidavit:
By my dated signature below, |, MariaBeretta, verify that all case report form pages accurately display the
results of the examinations, tests, eval uations and treatments performed on this subject.

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

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

(b) (6) N/A Dec-01-2020 16:52:49 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-15-2020 10:37:52 (UTC-03:00) City | BOOK Signed
of 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: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(b) (6) N/A Nov-14-2020 12:54:26 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-12-2020 17:54:18 (UTC-03:00) City | BOOK Signed
of 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, eval uations and treatments performed on this subject.

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

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

(b) (6) N/A Nov-09-2020 10:06:20 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated

Affidavit:

N/A

Fernando Approved Oct-27-2020 10:37:36 (UTC-03:00) City | BOOK Signed
Polack of Buenos Aires

Affidavit:

By my dated signature below, |, FernandoPolack, 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: 12313653 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(b) N/A Oct-26-2020 10:24:36 (UTC-03:00) City Edit - All
(6) of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-23-2020 12:50:44 (UTC-03:00) City | BOOK Signed
of 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, eval uations 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: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29

Site No: 1231

Subject No: 12313653

Generated By:

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

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFPG000 | Martina Data Entry: Initial Entry
18:08:08 Davalli 30 JUN 2020
(UTC-03:00) City of (b) (4)
Buenos Aires
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:08:08 Davalli STAGE 3 COHORTS
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001
Visit: COHORT_SELECTION

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

Subject No: 12313653

Form: MAIN INFORMED CONSENT - 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. Consent Was.
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:08:13 Davalli OBTAINED
(UTC-03:00) City of (b) (4) Date Written Consent O
Buenos Aires btained
Aug/24/2020
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 2155
Site No: 1231

Subject No: 12313653

Generated By: (b) (4)

Form: DEMOGRAPHY - 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. Subject ID
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied
16:20:41 (autocalc) | 12313653 from previous
(UTC-03:00) City of form
Buenos Aires
2. Birth Date:
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocac |DataEntry: Enrollment Entry
16:20:33 (autocalc) |(b) (6) /1966
(UTC-03:00) City of
Buenos Aires
3. Sex:
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:08:34 Davalli FEMALE
(UTC-03:00) City of (b) (4)
Buenos Aires
4. Ethnicity:
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:08:34 Davalli HISPANIC OR LATINO(
(UTC-03:00) City of (b) (4) A) OR OF SPANISH ORI
Buenos Aires GIN
5. Race: (Check X all that apply):
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21.55
Site No: 1231

Subject No: 12313653

Form: DEMOGRAPHY - 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
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:08:34 Davalli WHITE
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L

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

Subject No: 12313653
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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:08:49 Davalli Aug/24/2020
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

*** Confidential***

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: 12313653 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-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Incl 1
(UTC-03:00) City of (b) (4) usio
Buenos Aires n Nu
mbe
r:
Crite Male or female par
rion ticipants betweent
Desc he agesof 18 and 5
ripti 5years, inclusive,
on: 65and85years,in
clusive, or 18 and
85 years, inclusive,
at randomization (d
ependent upon stud
y stage)
CriteYES
rion
met?
Crite INO1AQO
rion
ID: (
For
Pfize
ruse
only)
l.alnclusion Number:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313653

Trail History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

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-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 1
(UTC-03:00) City of (b) (4)
Buenos Aires
1.a Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Male or female participant
(UTC-03:00) City of (b) (4) s between the ages of 18 a
Buenos Aires nd 55 years, inclusive, 65

and 85 years, inclusive, or

18 and 85 years, inclusive,

at randomization (depende

nt upon study stage)
1.a Criterion met?
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli YES
(UTC-03:00) City of (b) (4)
Buenos Aires
1l.a Criterion ID: (For Pfizer use only)
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli INO1AOO
(UTC-03:00) City of (b) (4)
Buenos Aires
1b
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313653

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-24-2020
18:09:05
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | Martina

Davalli
(b) (4)

Data Entry:
Inclu 2
sion

Num

ber:

Crite Participants who a
rion rewilling and able
Desc to comply with all
ripti scheduled visits, v
on: accination plan, la
boratory tests, lifes
tyle considerations
, and other study p
rocedures

Crite YES
rion
met?

Crite INO2A00
rion

ID: (

For

Pfize

r use

only)

Initial Entry

*** Confidential***
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Header Text: C4591001

1L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit
Trail History

Visit: V1_DAY1_VAX

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313653
Generated By:

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

(b) (4)

1.b Inclusion Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 2
(UTC-03:00) City of (b) (4)
Buenos Aires
1.b Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Participants who are willi
(UTC-03:00) City of (b) (4) ng and able to comply wit
Buenos Aires h all scheduled visits, vacc

ination plan, laboratory te

sts, lifestyle consideration

s, and other study procedu

res
1.b Criterion met?
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli YES
(UTC-03:00) City of (b) (4)
Buenos Aires
1.b Criterion ID: (For Pfizer use only)
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli INO2A00
(UTC-03:00) City of (b) (4)
Buenos Aires
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Site No: 1231

Generated By:

Subject No: 12313653

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

(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

lc

Date

L ocation

User

Value

Reason

Aug-24-2020
18:09:05
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Martina
Davali
(b) (4)

Data Entry:
Inclu 3
sion

Num

ber:

Crite Healthy participant

rion swho are determin

Desc ed by medical hist

ripti ory, physical exam

on: ination, and clinica
| judgment of thei
nvestigator to be e
igible for inclusion
in the study

Crite YES

rion

met?

Crite INO3AQ0
rion

ID: (

For

Pfize

r use

only)

Initial Entry

*** Confidential***
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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: 12313653 Subject Initials; ---

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

1.c Inclusion Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davali 3

(UTC-03:00) City of (b) 4)

Buenos Aires

1.c Criterion Description:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Healthy participants who

(UTC-03:00) City of (b) (4) are determined by medical

Buenos Aires history, physical examinat

ion, and clinical judgment
of the investigator to be €l
igible for inclusion in the

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

study
1.c Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davali YES
(UTC-03:00) City of (b) (4)
Buenos Aires
1.c Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davadli INO3A00
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

*** Confidential***

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1d
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Inclu 4
(UTC-03:00) City of (b) (4) son
Buenos Aires Num
ber:
Crite Capable of giving
rion persona signed inf
Desc ormed consent, wh
riptio ich includes compl
n: iance with the requ
irements and restri
ctionslisted in the
ICD and in this pr
otocol
Crite YES
rion
met?
Crite INO4A00
rion
ID: (
For
Pfize
r 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

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

Subject No: 12313653 Subject Initials; ---

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

1.d Inclusion Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davali 4

(UTC-03:00) City of (b) (4)

Buenos Aires

1.d Criterion Description:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Capable of giving persona

(UTC-03:00) City of (b) (4) | signed informed consent,

Buenos Aires which includes complianc

e with the requirements an
d restrictions listed in the
ICD and in this protocol

1.d Criterion met?

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFPG000 | Martina Data Entry: Initial Entry
18:09:05 Davalli YES

(UTC-03:00) City of (b) (4)

Buenos Aires

1.d Criterion ID: (For Pfizer use only)

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli INO4A00
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 12313653

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 By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2.a
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Exc 1
(UTC-03:00) City of (b) (4) usion
Buenos Aires Num
ber:

Crite Other medical or p

rion sychiatric conditio

Desc nincl. recent (with

ripti inpast year) or acti

on: vesuicidal ideatio
n/behavior/lab abn
ormality that may i
ncrease the risk of
study participation

Crite NO

rion

met?

Crite EXO1A00

rion

ID: (

For

Pfize

r use

only)
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 1
(UTC-03:00) City of (b) (4)

*** 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: 12313653

Generated By:

Trail History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

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

(b) (4)

Buenos Aires

2.a Criterion Description:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Other medical or psychiatr
(UTC-03:00) City of (b) (4) ic condition incl. recent (
Buenos Aires within past year) or active

suicidal ideation/behavior/

lab abnormality that may i

ncrease the risk of study p

articipation
2.a Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli NO
(UTC-03:00) City of (b) (4)
Buenos Aires
2.aCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli EXO01A00
(UTC-03:00) City of (b) (4)
Buenos Aires
2b
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Exclus 2
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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: 12313653 Subject Initials; ---

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

(UTC-03:00) City of (b) (4) ion Nu

Buenos Aires mber:

Criter Known infection

ion De with human imm

scripti unodeficiency vir

on: us (HIV), hepatiti
sCyvirus (HCV),
or hepatitis B vir
us (HBV)

Criter NO

ion me

t?:

Criter EX02A00

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: 12313653

Generated By:

Trail History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

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

(b) (4)

2.b Exclusion Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davali 2
(UTC-03:00) City of (b) 4)
Buenos Aires
2.b Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Known infection with hu
(UTC-03:00) City of (b) (4) man immunodeficiency vi
Buenos Aires rus (HIV), hepatitis C viru

s (HCV), or hepatitis B vir

us (HBV)
2.b Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davali NO
(UTC-03:00) City of (b) (4)
Buenos Aires
2.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davadli EX02A00
(UTC-03:00) City of (b) (4)
Buenos Aires
2.C
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313653

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 By:

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

Date

L ocation

User

Value

Reason

Aug-24-2020

ACVOPFEINFP6000

Martina

Data Entry:

Initial Entry

18:09:05
(UTC-03:00) City of
Buenos Aires

Davalli Exc 3
(b) (4) usion

Num

ber:

Crite History of severea

rion dversereaction ass

Desc ociated with avac

riptio cine and/or severe

n: allergic reaction (e
g, anaphylaxis) to
any component of
the study intervent
ion(s)

Crite NO

rion

met?

Crite EX03A00
rionl
D: (F
or Pfi
Zer u
seonl

y):

*** 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: 12313653
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.c Exclusion Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 3
(UTC-03:00) City of (b) (4)
Buenos Aires
2.c Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli History of severe adverse
(UTC-03:00) City of (b) (4) reaction associated with a
Buenos Aires vaccine and/or severe aler

gic reaction (eg, anaphyla

Xis) to any component of t

he study intervention(s)
2.c Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFPG000 | Martina Data Entry: Initial Entry
18:09:05 Davalli NO
(UTC-03:00) City of (b) (4)
Buenos Aires
2.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli EX03A00
(UTC-03:00) City of (b) (4)
Buenos Aires
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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
2d
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Exclusion 4
(UTC-03:00) City of (b) (4) Number :
Buenos Aires Criterion Receipt of me

Descripti dicationsinte

on: nded to preve

nt COVID-19

Criterion NO

met?:

Criterion EX04A00

ID: (For

Pfizer use

only):
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Generated By:

Trail History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

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

(b) (4)

2.d Exclusion Number:

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davalli 4

(UTC-03:00) City of (b) (4)

Buenos Aires

2.d Criterion Description:

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davalli Receipt of medicationsint

(UTC-03:00) City of (b) (4) ended to prevent COVID-

Buenos Aires 19

2.d Criterion met?

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davali NO

(UTC-03:00) City of (b) (4)

Buenos Aires

2.d Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davali EX04A00

(UTC-03:00) City of (b) (4)

Buenos Aires

2.e

Date L ocation User Value Reason
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Subject Initials; ---

Crite Immunocompromi

rion sed individualswi

Descr th known or suspe

iption cted immunodefici
ency, as determine
d by history and/o
r laboratory/physi
cal examination

Crite NO

rion

met?:

Crite EXOBAQ0

rion |

D: (F

or Pfi

zer u

seonl

y):

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Exclu 8
(UTC-03:00) City of (b) (4) sion
Buenos Aires Num
ber:
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Generated By:

Trail History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

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

(b) (4)

2.e Exclusion Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 8
(UTC-03:00) City of (b) (4)
Buenos Aires
2.e Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Immunocompromised indi
(UTC-03:00) City of (b) (4) viduals with known or sus
Buenos Aires pected immunodeficiency,

as determined by history a

nd/or laboratory/physical

examination
2.e Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFPG000 | Martina Data Entry: Initial Entry
18:09:05 Davalli NO
(UTC-03:00) City of (b) (4)
Buenos Aires
2.eCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli EX08A00
(UTC-03:00) City of (b) (4)
Buenos Aires
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Site No: 1231

Generated By:

Form Version: 21-Aug-2020 02:50

Subject No: 12313653

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Trail History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

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

(b) (4)

2f

Date

L ocation

User

Value

Reason

Aug-24-2020
18:09:05
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Martina
Davali
(b) (4)

Data Entry:

Exclu 10

sion

Num

ber:

Crite Bleeding diathesis

rion or condition associ

Descr ated with prolonge

iptio d bleeding that wo

n: uld, in the opinion
of theinvestigator,
contraindicate intr
amuscular injectio
n

Crite NO

rion

met?;

Crite EX10A00
rion |

D: (F

or Pfi

zer u

seonl

y):

Initial Entry
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Site No: 1231

Subject No: 12313653

Generated By:

Trail History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

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

(b) (4)

2.f Exclusion Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 10
(UTC-03:00) City of (b) (4)
Buenos Aires
2.f Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Bleeding diathesis or cond
(UTC-03:00) City of (b) (4) ition associated with prolo
Buenos Aires nged bleeding that would,

in the opinion of theinves

tigator, contraindicate intr

amuscular injection
2.f Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFPG000 | Martina Data Entry: Initial Entry
18:09:05 Davalli NO
(UTC-03:00) City of (b) (4)
Buenos Aires
2.f Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli EX10AQ00
(UTC-03:00) City of (b) (4)
Buenos Aires
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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
29
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Exclusion 11
(UTC-03:00) City of (b) (4) Number :
Buenos Aires Criterion Women who

Descriptio are pregnant

n: or breastfeed

ing

Criterion NO

met?:

Criterion | EX11A00

D: (For Pfi

zer use onl

y):
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Generated By:
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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

(b) (4)

2.9 Exclusion Number:

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davali 11

(UTC-03:00) City of (b) (4)

Buenos Aires

2.g Criterion Description:

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davalli Women who are pregnant

(UTC-03:00) City of (b) (4) or breastfeeding

Buenos Aires

2.g Criterion met?

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davali NO

(UTC-03:00) City of (b) (4)

Buenos Aires

2.g Criterion I D: (For Pfizer use only)

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davali EX11A00

(UTC-03:00) City of (b) (4)

Buenos Aires

2.h

Date L ocation User Value Reason
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Trail History

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

Cosme Argerich
Subject Initials; ---

Criterion Previousvacc

Descriptio ination with a

n: ny coronaviru
svaccine

Criterion NO

met?:

Criterion EX12A00

ID: (For

Pfizer use

only):

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

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Exclusion 12

(UTC-03:00) City of (b) (4) Number :

Buenos Aires
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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.h Exclusion Number:

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davali 12

(UTC-03:00) City of (b) (4)

Buenos Aires

2.h Criterion Description:

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davalli Previous vaccination with

(UTC-03:00) City of (b) (4) any coronavirus vaccine

Buenos Aires

2.h Criterion met?

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davali NO

(UTC-03:00) City of (b) (4)

Buenos Aires

2.h Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:05 Davali EX12A00

(UTC-03:00) City of (b) (4)

Buenos Aires

2.

Date L ocation User Value Reason
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Cosme Argerich
Subject Initials; ---

Criteri Subjectswho rec

on Des eive immunosup

criptio pressive therapy,

n: such as cytotoxic
agents or systemi
c corticosteroids

Criteri NO

on met

?.

Criteri EX13A01

on ID:

(For P

fizer u

seonly

):

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

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Exclus 13

(UTC-03:00) City of (b) (4) ion Nu

Buenos Aires mber:
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Generated By:

Trail History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

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

(b) (4)

2.i Exclusion Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 13
(UTC-03:00) City of (b) (4)
Buenos Aires
2.i Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Subjects who receiveimm
(UTC-03:00) City of (b) (4) unosuppressive therapy, s
Buenos Aires uch as cytotoxic agents or
systemic corticosteroids

2.i Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli NO
(UTC-03:00) City of (b) (4)
Buenos Aires
2.i Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli EX13A01
(UTC-03:00) City of (b) (4)
Buenos Aires
2
Date L ocation User Value Reason
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Exclu 15
(UTC-03:00) City of (b) (4) sion
Buenos Aires Num
ber:

Crite Receipt of blood/p

rion lasma products or

Descr immunoglobulin,

iptio rom 60 days befor

n: e study interventio
n administration o
r planned receipt t
hroughout the stud
y

Crite NO

rion

met?;

Crite EX14A01

rion |

D: (F

or Pfi

zer u

seonl

y):
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Header Text: C4591001
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Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313653

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.j Exclusion Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 15
(UTC-03:00) City of (b) (4)
Buenos Aires
2.j Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Receipt of blood/plasma p
(UTC-03:00) City of (b) (4) roducts or immunoglobuli
Buenos Aires n, from 60 days before stu

dy intervention administra

tion or planned receipt thr

oughout the study
2.j Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFPG000 | Martina Data Entry: Initial Entry
18:09:05 Davalli NO
(UTC-03:00) City of (b) (4)
Buenos Aires
2.j Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli EX14A01
(UTC-03:00) City of (b) (4)
Buenos Aires
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Cosme Argerich
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Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

2k
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Aug-24-2020
18:09:05
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Martina
Davalli
(b) (4)

Data Entry:
Exclu 16

sion

er:

Criter Participationin ot
ion D her studiesinvolv
escrip ing study interve
ntion within 28 d
ays prior to study
entry and/or duri
ng study participa

tion:

Criter NO

ionm
et?:

Criter EX15A01

ion |
D: (F
or Pfi
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eonly

):

Numb
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Generated By:

Trail History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

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

(b) (4)

2.k Exclusion Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 16
(UTC-03:00) City of (b) (4)
Buenos Aires
2.k Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Participation in other stud
(UTC-03:00) City of (b) (4) iesinvolving study interv
Buenos Aires ention within 28 days prio

r to study entry and/or dur

ing study participation
2.k Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli NO
(UTC-03:00) City of (b) (4)
Buenos Aires
2.k Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFPG6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli EX15A01
(UTC-03:00) City of (b) (4)
Buenos Aires
21
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Trail History
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Cosme Argerich
Subject Initials; ---

Generated By:

(b) (4)

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

Date

L ocation

User

Value

Reason

Aug-24-2020
18:09:05
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | Martina

Davalli
(b) (4)

Data Entry:

Exclus 17

ion Nu

mber:

Criteri Previous particip

on Des ation in other stu

criptio diesinvolving st

n: udy intervention
containing lipid
nanoparticles

Criteri NO

on met

?

Criteri EX16A01
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Trail History
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SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2.1 Exclusion Number:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 17
(UTC-03:00) City of (b) (4)
Buenos Aires
2.| Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Previous participation in
(UTC-03:00) City of (b) (4) other studiesinvolving st
Buenos Aires udy intervention containi
ng lipid nanoparticles
2.1 Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli NO
(UTC-03:00) City of (b) (4)
Buenos Aires
2.1 Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli EX16A01
(UTC-03:00) City of (b) (4)
Buenos Aires
2.m
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Generated By:

Subject No: 12313653

(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-24-2020
18:09:05
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | Martina

Davalli
(b) (4)

Data Entry:

Excl 22

usio

n Nu

mbe

r:

Crite Investigator site st

rion aff or Pfizer emplo

Desc yeesdirectly invol

ripti vedin the conduct

on: of the study, site st
aff otherwise super
vised by the invest
igator, and their re
spective family me
mbers

Crite NO

rion

met?

Crite EX21A01
rion

ID: (

For

Pfize

r use

only)

Initial Entry
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313653

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-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli 22
(UTC-03:00) City of (b) (4)
Buenos Aires
2.m Criterion Description:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli Investigator site staff or P
(UTC-03:00) City of (b) (4) fizer employeesdirectly i
Buenos Aires nvolved in the conduct of

the study, site staff otherw

ise supervised by theinve

stigator, and their respecti

ve family members
2.m Criterion met?
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli NO
(UTC-03:00) City of (b) (4)
Buenos Aires
2.m Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:05 Davalli EX21A01
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L Form: DISPOSITION - SCREENING - 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: 12313653 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-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:14 Davalli Aug/24/2020

(UTC-03:00) City of (b) (4)

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:09:14 (autocalc) | SCREENING
(UTC-03:00) City of
Buenos Aires
3. Status:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:09:14 Davali COMPLETED
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 12313653
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

la
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:09:42 (autocalc) | Ling/MH Num 1
(UTC-03:00) City of ber:
Buenos Aires Medical Histor Hypothyro
y Term: idism
Start Date: Jun/1/1995
Ongoing: YES
l.aLine/MH Number:
Date Location User Value Reason
Oct-20-2020 ACVOPFEINFP6000 | Juleen Query 1: Closed Response
13:19:28 Gayed satisfies query
(UTC-03:00) City of (b) (4)
Buenos Aires
Oct-20-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Answered The form was
13:15:35 (b) (6) update. Thank
(UTC-03:00) City of you
Buenos Aires
Oct-19-2020 ACVOPFEINFP6000 |Juleen Query 1: Opened Clin: Once page
10:21:47 Gayed isunfrozen
(UTC-03:00) City of (b) (4) please add
Buenos Aires asthmato
Medical History
inlight of AE of
asthma
exacerbation
reported
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials; ---

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

Subject No: 12313653

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

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

Aug-24-2020 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

18:09:42 (autocalc) 1

(UTC-03:00) City of

Buenos Aires

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

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:42 Davalli Hypothyroidism

(UTC-03:00) City of (b) (4)

Buenos Aires

1l.a Start Date:

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:42 Davalli Jun/1/1995

(UTC-03:00) City of (b) (4)

Buenos Aires

1.a Ongoing:

Date L ocation User Value Reason

Oct-20-2020 ACVOPFEINFP6000 |/ (b) (4), (b) Query 1: Closed Response

18:18:59 (6) satisfies query

(UTC-03:00) City of

Buenos Aires

Oct-20-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Answered The form was

13:14:53 (b) (6) update. Thank

(UTC-03:00) City of you

Buenos Aires

Oct-20-2020 ACVOPFEINFP6000 || (b) (4), (b) Query 1: Opened CLINQUERY:

02:54:28 (6) per query

(UTC-03:00) City of response, "The
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

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

Buenos Aires (b) (4). (b) (6) subject has
asthma as
medical history. It
isgoing to be
reported soon. "
Please update the
medical history
onceit's
unfrozen.

Oct-19-2020 ACVOPFEINFPG000 |/ (b) (4), (b) Query 1: Candidate CLINQUERY:

20:48:27 (6) per query

(UTC-03:00) City of response, "The

Buenos Aires subject has
asthma as
medical history. It
isgoing to be
reported soon. "
Please update the
medical history
onceit's
unfrozen.

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:09:42 Davali YES

(UTC-03:00) City of (b) (4)

Buenos Aires

1b

Date Location User Value Reason

Oct-20-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed

13:12:34 (b) (6) Lin/MH Nu 2 Information

(UTC-03:00) City of mber:

Buenos Alres Medical Histo Bronchial

ry Term: asthma
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Header Text: C4591001

Visit: V1 DAY1 VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Tralil
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: 12313653 Subject Initials; ---

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

Start Date: UNK/UN
K/1967

Ongoing: YES

Oct-19-2020 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
21:24:52 (autocalc) Line/MH Nu 2
(UTC-03:00) City of mber:
Buenos Alires Medical Histo Asthma
ry Term:
Start Date:  UNK/UN
K/1967

Ongoing: YES
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

Generated By:

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

1.b Line/MH Number:

Date L ocation User Value Reason
Oct-19-2020 21:24:52 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | 2
Buenos Aires
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-20-2020 ACVOPFEINFPG000 || (b) (4), Data Entry: Changed
13:12:34 (b) (6) Bronchia asthma Information
(UTC-03:00) City of
Buenos Aires
Oct-19-2020 ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
21:24:52 (6) Asthma
(UTC-03:00) City of
Buenos Aires
1.b Start Date;
Date L ocation User Value Reason
Oct-19-2020 ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
21:24:52 (6) UNK/UNK/1967
(UTC-03:00) City of
Buenos Aires
1.b Ongoing:
Date L ocation User Value Reason
Oct-19-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
21:24:52 (6) YES
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
lc
Date L ocation User Value Reason
Oct-20-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
13:05:51 (b) (6) LineMH Nu 3 Error
(UTC-03:00) City of mber:
Buenos Aires M edical Histo low back
ry Term: pain
Start Date:  UNK/UN
K/2005

Ongoing: YES

Oct-19-2020 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
21:26:25 (autocalc) LineMH Nu 3
(UTC-03:00) City of mber:
Buenos Aires M edical Histo low back
ry Term: pain
Start Date: UNK/UN
K/2005

Ongoing: YES
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12313653 Subject Initials; ---

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

l.cLine/MH Number:

Date L ocation User Value Reason

Oct-19-2020 21:26:25 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | 3

Buenos Aires

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

Date L ocation User Value | Reason

Oct-20-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Discrepancy

14:56:33 Oracle 1: Clo | hasbeen

(UTC-03:00) (b) (4) sed closed.

City of

Buenos

Aires

Oct-20-2020 | ACVOPFEINFP6000 auto query Query | Transcription

13:05:51 (autoquery) 1. An | Error

(UTC-03:00) swere

City of d

Buenos

Aires

Oct-20-2020 | ACVOPFEINFP6000 (b) (4), Data | Transcription

13:05:51 (b) (6) Entry |Error

(UTC-03:00) :

City of low b

Buenos ack p

Aires an

Oct-20-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Specid

03:50:04 Oracle 1. Op | Characters.

(UTC-03:00) (b) (4) ened | Verbatim

City of Term contains

Buenos embedded

Aires non-compliant

characters.
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

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
Oct-19-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initia Entry
21:26:25 (6) Entr
(UTC-03:00) :
City of low b
Buenos ack p
Aires an
1.c Start Date:
Date L ocation User Value Reason
Oct-19-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
21:26:25 (6) UNK/UNK/2005
(UTC-03:00) City of
Buenos Aires
1.c Ongoing:
Date L ocation User Value Reason
Oct-19-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
21:26:25 (6) YES
(UTC-03:00) City of
Buenos Aires
1d
Date L ocation User Value Reason
Oct-19-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
21:47.04 (6) LineMH N 4
(UTC-O3ZOO) Clty of umber:
Buenos Alres Medical Hi bilteral ple

story Term: ura effusio

n
Start Date:  Apr/15/202
0
Ongoing: YES
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12313653

Form: GENERAL MEDICAL HISTORY - 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

Oct-19-2020 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
21:28:18 (autocalc) LineMH N 4

(UTC-03:00) City of umber:

Buenos Aires

Medical Hi bilteral ple
story Term: ura effusio
n

Start Date: Apr/15/202
0

Ongoing:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

Generated By:

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

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

(b) (4)

1.d Line/MH Number:

Date L ocation User Value Reason

Oct-19-2020 21:28:18 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) |4

Buenos Aires

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

Date L ocation User Value Reason

Oct-23-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response

10:16:11 (6) satisfies query

(UTC-03:00) City

of Buenos Aires

Oct-22-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Answered The subject has

18:29:16 (b) (6) no history of

(UTC-03:00) City heart disease or

of Buenos Aires malignancy, this
bilateral pleural
effusion was a
finding during an
MRI of the
column. The
subject has an
appointment with
the pneumol ogist
in November. It
was dligible
under the
investigator
criteria.

Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened CLINQUERY:

16:44:25 (6) please clarify if

(UTC-03:00) City bilateral pleural

of Buenos Aires effusion is related
to congestive
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

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
heart failure,
underlying
malignancy,
pneumonia, or
other. Please
clarify if the
subject was
confirmed
eligible for the
study per
inclusion
criterion #3.

Oct-19-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

21:28:18 (6) bilteral pleural effusion

(UTC-03:00) City

of Buenos Aires

1.d Start Date;

Date L ocation User Value Reason

Oct-19-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

21:28:18 (6) Apr/15/2020

(UTC-03:00) City of

Buenos Aires

1.d Ongoing:

Date L ocation User Value Reason

Oct-19-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

21:47:04 (6) YES

(UTC-03:00) City of

Buenos Aires
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Site No: 1231

Generated By:

Subject No: 12313653

Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

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

(b) (4)

Back to Form

*** Confidential***

1. Date:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:06 Davali Aug/24/2020
(UTC-03:00) City of (b) (4)
Buenos Aires
2. Weight:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:06 Davali 715
(UTC-03:00) City of (b) (4)
Buenos Aires
3. Unit;
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:06 Davalli kg
(UTC-03:00) City of (b) (4)
Buenos Aires
4. Height:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:06 Davali 152.0
(UTC-03:00) City of (b) (4)
Buenos Aires
5. Unit;
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12313653

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
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:06 Davalli cm
(UTC-03:00) City of (b) (4)
Buenos Aires
6. Body Mass I ndex:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:10:06 (autocalc) | 30.9
(UTC-03:00) City of
Buenos Aires
7.a
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:06 Davalli Record Identi 1
(UTC-03:00) City of (b) (4) fier::
Buenos Aires Temperature: 36.4

Temperature C

Unit:

Temperature ORAL C

L ocation:: AVITY
7.a Record I dentifier:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:06 Davalli 1
(UTC-03:00) City of (b) (4)
Buenos Aires
7.a Temperature:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313653

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***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:06 Davalli 36.4
(UTC-03:00) City of (b) (4)
Buenos Aires
7.aUnit:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:06 Davalli C
(UTC-03:00) City of (b) (4)
Buenos Aires
7.a Temperature Location:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:06 Davalli ORAL CAVITY
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

Audit Trail History

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 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-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:10:20 (autocalc) | URINALYSIS
(UTC-03:00) City of
Buenos Aires
2. Lab Sub-Panel:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:10:20 (autocalc) | PREGNANCY
(UTC-03:00) City of
Buenos Aires
3. Collection Date:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:20 Davalli Aug/24/2020
(UTC-03:00) City of (b) (4)
Buenos Aires
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:10:20 (autocalc) | STUDY SITE
(UTC-03:00) City of
Buenos Aires
5. Specimen Type:
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12313653

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
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:10:20 (autocalc) | URINE
(UTC-03:00) City of
Buenos Aires
6.a
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:10:20 (autocalc) Sponsor-De 113
(UTC-03:00) City of fined | denti
Buenos Aires fier:

Test:: Choriogonado

tropin Beta P
X113

Result:: NEGATIVE

Not Done::
6.a Sponsor | D:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:10:20 (autocalc) | 113
(UTC-03:00) City of
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:20 Davalli Choriogonadotropin Beta
(UTC-03:00) City of (b) (4) PX113
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12313653

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
6.a Result:
Date Location User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:20 Davalli NEGATIVE
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: RANDOMIZATION - 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: 12313653 Subject Initials: ---

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

Back to Form

1. Randomization Date:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:28 Davali Aug/24/2020

(UTC-03:00) City of (b) (4)

Buenos Aires

2. Randomization Number:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:10:28 Davali 64322
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

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

1. Data Origin

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

18:10:36 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

18:10:36 (autocalc) | SERUM

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-25-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

08:37:21 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Aug-25-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened 'Sample

03:41:46 Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Aug-24-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12313653 Subject Initials; ---

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

18:10:36 (autoquery) Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:10:36 Davalli YES

(UTC-03:00) City of (b) (4) Date of Collection:

Buenos Aires

Aug/24/2020

5a

Date L ocation User Value Reason

Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry

08:37:21 Barrera Sample | D: BNV99F

(UTC-03:00) City of (b) (4)

Buenos Aires

5.a Sample D

Date L ocation User Value Reason

Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry

08:37:21 Barrera BNV99F

(UTC-03:00) City of (b) (4)

Buenos Aires

5b

Date L ocation User Value Reason

Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry

08:37:29 Barrera Sample |D: BNV99G

(UTC-03:00) City of (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: 12313653

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
Buenos Aires
5.b Sample 1D
Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
08:37:29 Barrera BNV99G
(UTC-03:00) City of (b) (4)
Buenos Aires
5.c
Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
08:37:37 Barrera Sample | D: BNV99H
(UTC-03:00) City of (b) (4)
Buenos Aires
5.c Sample ID
Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
08:37:37 Barrera BNV99H
(UTC-03:00) City of (b) (4)
Buenos Aires
5d
Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
12:28:45 Barrera Sample ID: BP2DJ2
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.d Sample ID
Date Location User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
12:28:45 Barrera BP2DJ2
(UTC-03:00) City of (b) (4)
Buenos Aires
5.e
Date Location User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
12:28:56 Barrera Sample |D: BP2DJ3
(UTC-03:00) City of (b) (4)
Buenos Aires
5.eSample|D
Date Location User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
12:28:56 Barrera BP2DJ3
(UTC-03:00) City of (b) (4)
Buenos Aires
5.f
Date Location User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
12:29:04 Barrera Sample |D: BP2DJ
(UTC-03:00) City of (b) (4)
Buenos Aires
Page 289 of 485

*** Confidential***

FDA-CBER-2021-5683-0876219




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12313653

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
5.f Sample ID
Date Location User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
12:29:04 Barrera BP2DJA
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

Cosme Argerich
Subject Initials; ---

Subject No: 12313653

Generated By:

(b) (4)

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

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.

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

18:10:44 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

18:10:44 (autocalc) | NASAL_SWAB

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-25-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

13:55:15 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Aug-25-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened 'Sample

03:41:46 Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Aug-24-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

- eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12313653 Subject Initials; ---

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

18:10:44 (autoquery) Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:10:44 Davalli YES

(UTC-03:00) City of (b) (4) Date of Collection:

Buenos Aires

Aug/24/2020

5.a

Date Location User Value Reason

Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry

13:55:15 Barrera Sample | D: BP24KD

(UTC-03:00) City of (b) (4)

Buenos Aires

5.a Sample D

Date Location User Value Reason

Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry

13:55:15 Barrera BP24KD

(UTC-03:00) City of (b) (4)

Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21.04
Site No: 1231

Subject No: 12313653
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 atemporary delay of vaccination?

18:11:06 (UTC-03:00)
City of Buenos Aires

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:11:06 Davali NO

(UTC-03:00) City of (b) (4)

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | BLINDED THERAPY

3. Formulation:

18:11:06 (UTC-03:00)
City of Buenos Aires

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | INJECTION

4, Dose Date Time:

*** Confidential***

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

18:11:06 Davalli Aug/24/2020 17:00

(UTC-03:00) City of (b) (4)

Buenos Aires

5. Anatomical Location:

Date L ocation | User ‘Val ue Reason
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21.04

Site No: 1231

Subject No: 12313653

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 By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:11:06 (UTC-03:00) (autocalc) | DELTOID MUSCLE

City of Buenos Aires

6. Body Side:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:11:06 Davalli LEFT

(UTC-03:00) City of (b) (4)

Buenos Aires

7. Route:

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:11:06 (UTC-03:00) (autocalc) | INTRAMUSCULAR

City of Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:11:06 (UTC-03:00) (autocalc) | THE PROTOCOL SPECIFI

City of Buenos Aires

ED OBSERVATION PERIO
D

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

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:11:06 Davalli YES
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313653
Generated By: (b) (4)

Form: REACTOGENICITY DIARY - 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 - Reactogenicity diary collection

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
18:11:12 Davalli NO - REACTOGENICIT
(UTC-03:00) City of (b) (4) Y E-DIARY NOT COLL
Buenos Aires ECTED FOR THIS SUBJ

ECT

*** Confidential***
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12313653
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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
19:16:05 Davalli Sep/13/2020
(UTC-03:00) City of (b) (4)
Buenos Aires
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Visit: V2_VAX2_ L

Site No: 1231

Generated By:

Form Version: 21-Aug-2020 02:51

Subject No: 12313653

Header Text: C4591001

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

(b) (4)

Back to Form

*** Confidential***

1. Date:
Date Location User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
19:16:19 Davalli Sep/13/2020
(UTC-03:00) City of (b) (4)
Buenos Aires
2.a
Date Location User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
19:16:19 Davalli Record Identi 1
(UTC-03:00) City of (b) (4) fier::
Buenos Aires Temperature: 36.5

Temperature C

Unit:

Temperature ORAL C

L ocation:: AVITY
2.a Record | dentifier:
Date Location User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
19:16:19 Davalli 1
(UTC-03:00) City of (b) (4)
Buenos Aires
2.a Temperature:
Date Location User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
19:16:19 Davalli 36.5
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313653

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
(UTC-03:00) City of (b) (4)
Buenos Aires
2.aUnit:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
19:16:19 Davali C
(UTC-03:00) City of (b) (4)
Buenos Aires
2.a Temperature Location:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
19:16:19 Davali ORAL CAVITY
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

Visit: V2_VAX2_ L

Form Version: 21-Aug-2020 02:49

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

*** Confidential***

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

Subject No: 12313653 Subject Initials; ---

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

Back to Form

1. Lab Pand:

Date L ocation User Value Reason

Sep-13-2020 19:16:25 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | URINALY SIS

Buenos Aires

2. Lab Sub-Pandl:

Date L ocation User Value Reason

Sep-13-2020 19:16:25 | ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | PREGNANCY

Buenos Aires

3. Collection Date:

Date L ocation User Value Reason

Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

19:16:25 Davalli Sep/13/2020

(UTC-03:00) City of (b) (4)

Buenos Aires

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Sep-13-2020 19:16:25 | ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | STUDY SITE

Buenos Aires

5. Specimen Type:

Date L ocation User Value Reason
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Header Text: C4591001

Visit: V2_VAX2_ L

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12313653

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
Sep-13-2020 19:16:25 | ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
Buenos Aires
6.a
Date L ocation User Value Reason
Sep-13-2020 19:16:25 | ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-De 113
Buenos Aires fined I denti

fier:

Test:: Choriogonado

tropin Beta P
X113

Result:: NEGATIVE

Not Done::
6.a Sponsor | D:
Date Location User Value Reason
Sep-13-2020 19:16:25 | ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
19:16:25 Davalli Choriogonadotropin Beta
(UTC-03:00) City of (b) (4) PX113
Buenos Aires
6.a Result:
Date L ocation User Value Reason
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Header Text: C4591001
Visit: V2 VAX2 L

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

Subject No: 12313653

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
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
19:16:25 Davalli NEGATIVE
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

Generated By:

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; ---

(b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-13-2020 19:16:35 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Sep-13-2020 19:16:35 | ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

11:40:09 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Sep-14-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened 'Sample

02:38:59 Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Sep-13-2020 ACVOPFEINFPG000 | auto query Query 1. Candidate '‘Sample

19:16:35 (autoquery) Collected? is

(UTC-03:00) City of Yes, however no
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Header Text: C4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

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

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

19:16:35 Davali YES

(UTC-03:00) City of (b) (4) Date of Collection:

Buenos Aires

Sep/13/2020

5.a

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry

11:40:09 6) Sample|D: BPLYK6

(UTC-03:00) City of

Buenos Aires

5.a Sample D

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

11:40:09 (6) BP1YK6

(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001
Visit: V2 VAX2_ L

Form Version: 22-Apr-2020 21.04

Site No: 1231

Subject No: 12313653
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 atemporary delay of vaccination?

Date L ocation User Value Reason

Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

19:16:49 Davali NO

(UTC-03:00) City of (b) (4)

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason

Sep-13-2020 19:16:49 | ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason

Sep-13-2020 19:16:49 | ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4, Dose Date Time:

Date L ocation User Value Reason

Sep-13-2020 ACVOPFEINFPG000 | Martina Data Entry: Initial Entry

19:16:49 Davalli Sep/13/2020 18:40

(UTC-03:00) City of (b) (4)

Buenos Aires

5. Anatomical Location:

Date L ocation | User ‘Va]ue Reason
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Visit: V2_VAX2_ L

Site No: 1231

Form Version: 22-Apr-2020 21.04

Subject No: 12313653

Header Text: C4591001

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: ---

D

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Sep-13-2020 19:16:49 | ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
19:16:49 Davali LEFT

(UTC-03:00) City of (b) (4)

Buenos Aires

7. Route:

Date L ocation User Value Reason
Sep-13-2020 19:16:49 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-13-2020 19:16:49 | ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFI

Buenos Aires ED OBSERVATION PERIO

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

*** Confidential***

Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
19:16:49 Davalli YES
(UTC-03:00) City of (b) (4)
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 Initials; ---
Generated Time (GMT): 29-Mar-2021 20:20

Subject No: 12313653
Generated By: (b) (4)

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-14-2020 ACVOPFEINFPG000 | (b) (4), (b) Data Entry: Initia Entry
09:53:49 (6) Oct/13/2020
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: V3 MONTHL_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

Generated By:

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; ---

(b) (4)

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

Back to Form

*** Confidential***

1. Data Origin

Date L ocation User Value Reason

Oct-13-2020 18:53:10 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Oct-13-2020 18:53:10 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | SERUM

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Oct-13-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

18:53:24 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Oct-13-2020 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample

18:53:10 (autoquery) Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Oct-13-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

18:53:10 (b) (6) YES

(UTC-03:00) City of Date of Collection:
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Header Text: C4591001
Visit: V3 MONTHL1 POSTVAX2 L

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

Subject No: 12313653

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
Buenos Aires
Oct/13/2020

5.a
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
18:53:24 (b) (6) Sample ID: BPT7SY
(UTC-03:00) City of
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
18:53:24 (b) (6) BPT7SY
(UTC-03:00) City of
Buenos Aires
5b
Date L ocation User Value Reason
Oct-14-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
09:02:25 (b) (6) Sample1D: BRXPYD
(UTC-03:00) City of
Buenos Aires
5.b Sample ID
Date L ocation User Value Reason
Oct-14-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
09:02:25 (b) (6) BRXPYD
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001
Visit: V3 MONTHL1 POSTVAX2 L

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

Subject No: 12313653

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; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.c
Date L ocation User Value Reason
Oct-14-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
09:11:46 (b) (6) Sample | D: BRXPXZ
(UTC-03:00) City of
Buenos Aires
5.c Sample|D
Date L ocation User Value Reason
Oct-14-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
09:11:46 (b) (6) BRXPXZ
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1-Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

Visit on Sep/02/2020
Form Version: 22-Apr-2020 2103
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

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

Sep-04-2020 ACVOPFEINFP6000 |auto query |Query 1. Deleted Close Auto

20:12:52 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Sep-04-2020 ACVOPFEINFP6000 | auto query | Query 2: Deleted Close Auto

20:10:59 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Sep-04-2020 ACVOPFEINFP6000 |auto query |Query 2: Candidate Date of Visitis

20:09:19 (autoquery) completed but

(UTC-03:00) City of Date of

Buenos Aires Assessment in
the Signs and
Symptoms form
ismissing.
Please review
and update as
appropriate.

Sep-04-2020 ACVOPFEINFP6000 |autoquery |Query 1. Candidate Date of Visitis

20:09:19 (autoquery) completed but

(UTC-03:00) City of Date of

Buenos Aires Callectionin
both Nasal Swab
Self and Nasal
Swab are
missing. Please
review and
update as
appropriate.
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Visit on Sep/02/2020

Form Version: 22-Apr-2020 21:03

Header Text: C4591001
Visit: POT_COVID_ILL 1-Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

*** Confidential***

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

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:09:19 4), Sep/2/2020
(UTC-03:00) City of (b)
Buenos Aires ©)
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Sep-04-2020 20:09:19 | ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | COVID_A
Buenos Aires
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Header Text: C4591001

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

Visit on Sep/02/2020

Form Version: 21-Aug-2020 02:52

Site No: 1231

Subject No: 12313653

- 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 Assessment:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
20:10:59 4), Sep/2/2020
(UTC-03:00) City of (b)
Buenos Aires 6
2. Date of First Symptom Started:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
20:10:59 4), Sep/2/2020
(UTC-03:00) City of (b)
Buenos Aires ®6)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: New Information
12:51:44 (b) (6) NO
(UTC-03:00) City of Date of Last Symptom
Buenos Aires Resolved:
Sep/5/2020

Sep-04-2020 ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
20:10:59 (6) YES
(UTC-03:00) City of
Buenos Aires
4.a
Date L ocation | User |Va| ue Reason
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Sep/02/2020 - eCRF 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: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:39 (), Symptoms: FEVE
(UTC-03:00) City of % R
Buenos Aires Symptom Present NO
4.a Symptoms:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |' (b) Data Entry: Initial Entry
20:10:59 (4), FEVER
(UTC-03:00) City of (b)
Buenos Aires ©)
4.a Was symptom present?
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |' (b) Data Entry: Initial Entry
20:10:59 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©)
4b
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |' (b) Data Entry: Initial Entry
20:10:59 (4), Sympto NEW OR INCR
(UTC-08:00) City of () ms  EASED COUG
Buenos Aires ©) H

Sympto NO

m Presen

t:
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Header Text: C4591001

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

Visit on Sep/02/2020

Form Version: 21-Aug-2020 02:52

Site No: 1231

Subject No: 12313653

- 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.b Symptoms:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 (4), NEW OR INCREASED C
(UTC-03:00) City of (b) OUGH
Buenos Aires (6)
4.b Was symptom present?
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 (4), NO
(UTC-03:00) City of (b)
Buenos Aires (6)
4.c
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 ), Sympt NEW OR INCRE
(UTC-03:00) City of (g) oms. ASED SHORTNE
Buenos Aires (&) SS OF BREATH

Sympt NO

om Pre

sent:
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Sep/02/2020 - eCRF 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: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.c Symptoms;
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 4), NEW OR INCREASED S
(UTC-03:00) City of (b) HORTNESS OF BREATH
Buenos Aires ©)
4.c Was symptom present?
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 4), NO
(UTC-03:00) City of (b)
Buenos Aires ©)
4d
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:39 ), Symptoms: CHILL
(UTC-03:00) City of Egi S
Buenos Aires Symptom Presen NO
t:

Page 315 of 485

*** Confidential***
FDA-CBER-2021-5683-0876245



090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
- eCRF Audit Trail History

Visit on Sep/02/2020
Form Version: 21-Aug-2020 02:52

Site No: 1231

Subject No: 12313653

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.d Symptoms:
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 4), CHILLS
(UTC-03:00) City of (b)
Buenos Aires ©)
4.d Was symptom present?
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©)
4e
Date Location User Value Reason
Oct-20-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: New Information
08:39:26 (6) Sympto NEW OR INCR
(UTC-03:00) City of ms: EASED MUSC
Buenos Aires LE PAIN

Sympto YES

m Prese

nt:
Sep-04-2020 ACVOPFEINFP6000 |’ (b) Data Entry: Initial Entry
20:10:59 (), Sympto NEW OR INCR
(UTC-03:00) City of (b) ms  EASED MUSC
Buenos Aires ©) LE PAIN

Sympto NO

m Prese

nt:
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Sep/02/2020 - eCRF 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: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.e Symptoms;
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 4), NEW OR INCREASED M
(UTC-03:00) City of (b) USCLE PAIN
Buenos Aires ©)
4.e Was symptom present?
Date Location User Value Reason
Oct-20-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: New Information
08:39:26 (6) YES
(UTC-03:00) City of
Buenos Aires
Sep-04-2020 ACVOPFEINFP6000 |’ (b) Data Entry: Initial Entry
20:10:59 4), NO
(UTC-03:00) City of (b)
Buenos Aires )
41
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
20:10:59 (4), Sympto NEW LOSS OF
(UTC-08:00) City of () ms  TASTEOR SM
Buenos Aires ©) ELL

Sympto NO

m Prese

nt:
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Header Text: C4591001

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

Visit on Sep/02/2020

Form Version: 21-Aug-2020 02:52

Site No: 1231

Subject No: 12313653

- 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.f Symptoms:
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 4), NEW LOSS OF TASTE O
(UTC-03:00) City of (b) R SMELL
Buenos Aires ©)
4.f Was symptom present?
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©)
49
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 ), Sympto NEW OR INCR
(UTC-03:00) City of (o) ms  EASED SORET
Buenos Aires ©) HROAT

Sympto YES

m Prese

nt:
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Sep/02/2020 - eCRF 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: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.9 Symptoms:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 4), NEW OR INCREASED S
(UTC-03:00) City of (b) ORE THROAT
Buenos Aires ©)
4.9 Was symptom present?
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 4), YES
(UTC-03:00) City of (b)
Buenos Aires ©)
4.h
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 ), Symptoms:  DIARRH
(UTC-03:00) City of Egi EA
Buenos Aires Symptom Pres YES
ent:
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Header Text: C4591001

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

Visit on Sep/02/2020

Form Version: 21-Aug-2020 02:52

Site No: 1231

Subject No: 12313653

- 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.h Symptoms:
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 4), DIARRHEA
(UTC-03:00) City of (b)
Buenos Aires ©)
4.h Was symptom present?
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 4), YES
(UTC-03:00) City of (b)
Buenos Aires ©)
4.
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:39 ), Symptoms.  VOMITI
(UTC-03:00) City of Egi NG
Buenos Aires Symptom Pres NO
ent:
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Header Text: C4591001

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

Visit on Sep/02/2020 - eCRF 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: 12313653 Subject Initials; ---

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

4.i Symptoms:

Date L ocation User Value Reason

Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

20:10:59 4), VOMITING

(UTC-03:00) City of (b)

Buenos Aires ©)

4.i Was symptom present?

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:10:59 (4), NO
(UTC-03:00) City of (b)
Buenos Aires (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: MICROBIOLOGY SPECIMEN - Audit Trail

Visit on Sep/02/2020

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313653

Form Status:

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
Date L ocation User Value Reason
Sep-04-2020 20:11:50 | 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 Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail

(UTC-03:00) City of
Buenos Aires

Visit on Sep/02/2020 History

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

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

Subject No: 12313653 Subject Initials; ---

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

Back to Form

1. Actual Date of Callection:

Date L ocation User Value Reason

Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

20:11:50 4), Sep/3/2020

(UTC-03:00) City of (b)

Buenos Aires ©)

2. Specimen Type:

Date L ocation User Value Reason

Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

20:11:50 (4), SWABBED MATERIAL

(UTC-03:00) City of (b)

Buenos Aires ©)

3. Specimen Collection Location:

Date L ocation User Value Reason

Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

20:11:50 (4), NASOPHARY NX

(UTC-03:00) City of (b)

Buenos Aires ©)

4. Assay Code and Description:

Date L ocation User Value Reason

Sep-04-2020 20:11:50 | ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(autocalc) | SEVERE ACUTE RESP SY
NDROME CORONAVIRU
S2

5. Device Type:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail

Visit on Sep/02/2020

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313653

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
Sep-04-2020 20:11:50 | ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTI
Buenos Aires CTEST
6. Trade Name:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:11:50 @ ATILA BIOSYSTEMSIA
(UTC-03:00) City of (b) MP COVID-19 DETECTI
Buenos Aires @) ONKIT
7. Test Result:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
20:11:50 @ NEGATIVE
(UTC-03:00) City of (b)
Buenos Aires ©6)
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Header Text: C4591001

Visit on Sep/02/2020

Site No: 1231

Subject No: 12313653

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_ILL 1 - Unscheduled 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
Back to Form
1. Data Origin
Date L ocation User Value Reason
Sep-06-2020 10:46:34 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Sep-06-2020 10:46:34 | ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Sep-06-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:46:34 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4. If no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Sep-06-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:46:34 (b) (6) Sample collected by ateam
(UTC-03:00) City of physician.
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Visit on Sep/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653
Generated By:

Form Status: Data Complete, Frozen, Verified

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

Cosme Argerich
Subject Initials:

(b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-04-2020 20:12:52 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Sep-04-2020 20:12:52 | ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Sep-10-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed As per site

08:26:28 response

(UTC-03:00) City of

Buenos Aires

Sep-09-2020 ACVOPFEINFPE000 | (b) (4), Query 1: Answered Original valueis

10:31:42 (b) (6) correct

(UTC-03:00) City of

Buenos Aires

Sep-07-2020 ACVOPFEINFPG000 | auto query Query 2: Closed Close Auto

13:27:52 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Sep-07-2020 ACVOPFEINFP6000 |/(b) (4), Query 1: Reissued:Open | Site: The

04:20:55 (b) (6) ed uploaded dates
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Visit on Sep/02/2020
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

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
(UTC-03:00) City of (b) (4), (b) (6) are correct,
Buenos Aires athough the
subject was
visited on 09/02,
the swab was
performed on
09/03. Thank
you.
Sep-06-2020 ACVOPFEINFP6000 |/(b) (4), (b) (6) | Query 1: Answered The uploaded
10:42:56 dates are correct,
(UTC-03:00) City of athough the
Buenos Aires subject was
visited on 09/02,
the swab was
performed on
09/03. Thank
you.
Sep-05-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Opened '‘Sample
00:10:48 Collected? is
(UTC-03:00) City of Yes, however no
Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.
Sep-04-2020 ACVOPFEINFP6000 | auto query Query 2: Candidate ‘Sample
20:12:52 (autoquery) Collected? is
(UTC-03:00) City of Yes, however no
Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.
Sep-04-2020 ACVOPFEINFPG000 | auto query Query 1: Opened Date of
20:12:52 (autoquery) Collection
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Visit on Sep/02/2020
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

Generated By:

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

(b) (4)

(UTC-03:00) City of

03/Sep/2020 is

Buenos Aires different from
Date of Visit
02/Sep/2020.
Please review
and update as
appropriate, else
clarify.

Sep-04-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

20:12:52 (6) YES

(UTC-03:00) City of Date of Collection:

Buenos Aires

Sep/3/2020

5.a

Date L ocation User Value Reason

Sep-07-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

13:27:52 (b) (6) Sample ID: BP2D25

(UTC-03:00) City of

Buenos Aires

5.aSample|D

Date L ocation User Value Reason

Sep-07-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

13:27:52 (b) (6) BP2D25

(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Visit on Sep/02/2020
Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313653

Generated By:

Form Status: Data Complete, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

*** Confidential***

la
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) Type of Practitio SPECI
(UTC-03:00) City of ner: ALIST
Buenos Aires Occurrenceof V. NO
isitsor Contacts:

1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) SPECIALIST
(UTC-03:00) City of
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
1b
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 _ (0) (6) Typeof Pract EMERGE
(UTC-03:00) City of itioner: NCY RO
Buenos Aires oM
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

Visit on Sep/02/2020 History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.

Cosme Argerich
Subject Initials; ---

Subject No: 12313653

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

Occurrenceo NO

f Visitsor Co

ntacts:
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) EMERGENCY ROOM
(UTC-03:00) City of
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
1.c
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 . (b) (6) Typeof Pra PRIMARY
(UTC-03:00) City of ctitioner:  CARE PHY
Buenos Aires SICIAN

Occurrence NO

of Visitsor

Contacts.
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Site No: 1231

Generated By:

Form Version: 21-Aug-2020 02:50

Subject No: 12313653

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
Visit on Sep/02/2020

History

Form Status: Data Complete, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

1.c Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) PRIMARY CARE PHYS
(UTC-03:00) City of CIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
1d
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) Type of Practiti URGEN
(UTC-03:00) City of oner: T CAR
Buenos Aires E

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Visit on Sep/02/2020

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313653

Generated By:

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

(b) (4)

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) URGENT CARE
(UTC-03:00) City of
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
le
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 | (b) (6) Typeof Pra TELEPHO
(UTC-03:00) City of ctitioner:  NE CONSU
Buenos Aires LTATION

Occurrence NO

of Visitsor

Contacts:
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Site No: 1231

Generated By:

Form Version: 21-Aug-2020 02:50

Subject No: 12313653

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
Visit on Sep/02/2020

History

Form Status: Data Complete, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

1.e Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) TELEPHONE CONSULT
(UTC-03:00) City of ATION
Buenos Aires
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
1f
Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:45 (b) (6) Type of Practition OTH
(UTC-03:00) City of er: ER
Buenos Aires Occurrence of Vis NO
tsor Contacts.
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Visit on Sep/02/2020
Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313653

Generated By:

Form Status: Data Complete, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason

Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

09:38:45 (b) (6) OTHER

(UTC-03:00) City of

Buenos Aires

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason

Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

09:38:45 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

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

Date L ocation User Value Reason

Sep-10-2020 ACVOPFEINFPG000 |(b) (4), Query 1: Closed As per site

08:27:11 (b) (6) confirmation

(UTC-03:00) City of

Buenos Aires

Sep-09-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Answered The information

09:39:20 (b) (6) iscorrect. The

(UTC-03:00) City of subject has not

Buenos Aires been
hospitalized. The
subject did not
need visits or
medica
attention. Thank
you.

Sep-09-2020 ACVOPFEINFP6000 | auto query Query 1: Opened There are no

09:38:45 (autoquery) visits or contacts
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

Visit on Sep/02/2020 History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

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

Cosme Argerich

Subject No: 12313653 Subject Initials; ---

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

(UTC-03:00) City of reported and

Buenos Aires subject has not
been
hospitalized,
please confirm
whether the
participant
sought medical
attention for this
respiratory
illness episode. If
not, please
correct data.

Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

09:38:45 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HOSPITALIZATION DETAILS - eCRF Audit Trail
History

Visit on Sep/02/2020
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313653

Generated By:

Form Status: Data Complete, Frozen

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:58:55 (b) (6) Not Applicable
(UTC-03:00) City of
Buenos Aires
2. Hospitalization Term:
Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:58:55 (b) (6) Not Applicable
(UTC-03:00) City of
Buenos Aires
3. Admission Date:
Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:58:55 (b) (6) Not Applicable
(UTC-03:00) City of
Buenos Aires
4. Ongoing?
Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:58:55 (b) (6) Not Applicable
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ILLNESS DETAILS - eCRF Audit Trail History

Visit on Sep/02/2020

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: 12313653 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

Sep-09-2020 09:38:25 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 IL

Buenos Aires LNESS

2. Was a diagnosis obtained for Potential COVID-19 I lIness?

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:25 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

3. Toxicity Grade:

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:38:25 (b) (6) 2
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

Visit on Oct/19/2020

Form Version: 22-Apr-2020 2103

Site No: 1231

Subject No: 12313653

Generated By:

(b) (4)

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
Feb-24-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 3: Closed Closed per SITE
07:05:40 response, added

(UTC-03:00) City
of Buenos Aires

to PD tracker for
Clinica Review

Feb-23-2021
14:30:22
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFPG000

Adolfo Gonzalez | Query 3: Answered
(b) (4)

By decision of
the investigator,
it was decided to
carry out a
convalescence
visit
corresponding to
the COVID-B
and COVID-C
diseases together,
since both were
out of range, due
to the
impossihility of
the subject to go
to the hospital .

Feb-23-2021
08:05:26
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFP6000

(b) (4). (b) (6) Query 3: Opened

PDQ:
Convalescent
visit ismissing
and 35 days
(127) have
passed since
COVID Illness
Vigit. If visit
occurred record
dataasa
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

Visit on Oct/19/2020 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: 12313653 Subject Initials; ---

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
matching
CONVA visit; if
visit did not
occur attempt to
schedule visit
evenif OOW
and obtain the
CONVA sample
else clarify.

Oct-22-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

09:15:35 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Oct-22-2020 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto

09:14:50 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Oct-22-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

09:13:20 (autoquery) completed but

(UTC-03:00) City Date of

of Buenos Aires Collectionin
both Nasal Swab
Self and Nasal
Swab are
missing. Please
review and
update as
appropriate.

Oct-22-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information

09:13:20 (6) Oct/19/2020

(UTC-03:00) City

of Buenos Aires

Oct-22-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened Date of Visitis

02:18:09 completed but
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/19/2020

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

Subject No: 12313653
Generated By: (b) (4)

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

(UTC-03:00) City
of Buenos Aires

Date of
Collectionin
both Nasal Swab
Self and Nasal
Swab are
missing. Please
review and
update as

appropriate.

Oct-22-2020 ACVOPFEINFP6000
02:17:53
(UTC-03:00) City
of Buenos Aires

(b) (4), (b) (6) Query 2: Opened Date of Visitis
completed but
Date of
Assessment in
the Signs and
Symptoms form
ismissing.
Please review
and update as

appropriate.

Oct-21-2020 ACVOPFEINFP6000
19:50:12
(UTC-03:00) City
of Buenos Aires

auto query Query 2: Candidate Date of Visitis
(autoquery) completed but
Date of
Assessment in
the Signs and
Symptoms form
ismissing.
Please review
and update as

appropriate.

Oct-21-2020 ACVOPFEINFP6000
19:50:12
(UTC-03:00) City
of Buenos Aires

auto query Query 1. Candidate Date of Visitis
(autoquery) completed but
Date of
Collectionin
both Nasal Swab
Self and Nasal
Swab are

Page 340 of 485

*** Confidential***
FDA-CBER-2021-5683-0876270




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 2- Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

Visit on Oct/19/2020
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

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
missing. Please
review and
update as
appropriate.

Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry

19:50:12 Oct/20/2020

(UTC-03:00) City

of Buenos Aires

3. COVID-19 IllIness Visit:

Date L ocation User Value Reason

Oct-21-2020 19:50:12 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | COVID_B

Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 2- Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Visit on Oct/19/2020

Form Version: 10-Oct-2020 16:02

Site No: 1231

Subject No: 12313653

Generated By:

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

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

Cosme Argerich
Subject Initials; ---

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Jan-18-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

09:47:07 (b) (6) satisfies query

(UTC-03:00) City of

Buenos Aires

Jan-16-2021 ACVOPFEINFP6000 | Santiago Query 1: Answered Changed data

13:48:27 Corradetti per query

(UTC-03:00) City of (b) (4)

Buenos Aires

Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Opened Per medical

07:43:02 (b) (6) chart, Date of

(UTC-03:00) City of First Symptom

Buenos Aires Started: 10 SEP
2020. Please,
review and
modify if
necessary

Oct-22-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

09:14:50 (6) Oct/19/2020

(UTC-03:00) City of

Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 | Santiago Data Entry: Transcription

13:48:15 Corradetti Sep/10/2020 Error

(UTC-03:00) City (b) (4)

of Buenos Aires
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Header Text: C4591001

Visit on Oct/19/2020
Form Version: 10-Oct-2020 16:02
Site No: 1231

Subject No: 12313653

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

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

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

Oct-26-2020 ACVOPFEINFP6000 |[(b) (4), (b) Query 1: Closed Response

19:40:44 (6) satisfies query

(UTC-03:00) City

of Buenos Aires

Oct-26-2020 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription

19:33:41 (autoquery) Error

(UTC-03:00) City

of Buenos Aires

Oct-26-2020 ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Transcription

19:33:41 Sep/15/2020 Error

(UTC-03:00) City

of Buenos Aires

Oct-26-2020 ACVOPFEINFP6000 |[(b) (4), (b) Query 1: Opened CLINQUERY:

18:15:22 (6) AE of

(UTC-03:00) City Exacerbation of

of Buenos Aires bronchia asthma,
dyspneawas
previously
reported with an
onset of
15/Sep/2020
20:00. Please
clarify if 'date of
first symptom

started' should be
updated.

Oct-22-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

09:14:50 (6) Oct/10/2020

(UTC-03:00) City

of Buenos Aires

3. Symptoms Ongoing?

Date L ocation User Value Reason
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Header Text: C4591001

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

Visit on Oct/19/2020

Form Version: 10-Oct-2020 16:02

Site No: 1231

Subject No: 12313653

- 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-15-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: New Information
14:00:09 (b) (6) NO
(UTC-03:00) City of Date of Last Symptom R
Buenos Aires esolved:
Dec/7/2020

Oct-22-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
09:14:50 (4), YES
(UTC-03:00) City of (b)
Buenos Aires ®)
4.a
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
09:14:50 ), Symptoms: FEVE
(UTC-03:00) City of ggg R
Buenos Aires Symptom Present NO
4.a Symptoms:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
09:14:50 4, FEVER
(UTC-03:00) City of (b)
Buenos Aires ©)
4.a Was symptom present?
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
09:14:50 4, NO
(UTC-03:00) City of (b)
Buenos Aires ©)
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Header Text: C4591001

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

Visit on Oct/19/2020

Form Version: 10-Oct-2020 16:02

Site No: 1231

Subject No: 12313653

- 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
4b
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 ), Sympto  NEW OR INCR
(UTC-03:00) City of (b) ms: EASED COUG
Buenos Aires ©) H

Sympto NO

m Presen

t:
4.b Symptoms:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
09:14:50 (4), NEW OR INCREASED C
(UTC-03:00) City of (b) OUGH
Buenos Aires ©)
4.b Was symptom present?
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
09:14:50 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©®)
4.c
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
09:14:50 ), Sympt NEW OR INCRE
(UTC-03:00) City of (g) oms. ASED SHORTNE
Buenos Aires ©) SS OF BREATH
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Header Text: C4591001

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

Visit on Oct/19/2020

Form Version: 10-Oct-2020 16:02

Site No: 1231

Subject No: 12313653

- 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

Sympt YES

om Pre

sent:
4.c Symptoms:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
09:14:50 4, NEW OR INCREASED S
(UTC-03:00) City of (b) HORTNESS OF BREATH
Buenos Aires ©)
4.c Was symptom present?
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
09:14:50 4, YES
(UTC-03:00) City of (b)
Buenos Aires ©)
4.d
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
09:14:50 ), Symptoms: CHILL
(UTC-03:00) City of % S
Buenos Aires Symptom Presen NO

t:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Oct/19/2020 - eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.d Symptoms:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 (4), CHILLS
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.d Was symptom present?
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.e
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 ), Sympto NEW OR INCR
(UTC-03:00) City of (b) ms: EASED MUSCL
Buenos Aires ©) E PAIN

Sympto NO

m Prese

nt:
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Header Text: C4591001

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

Visit on Oct/19/2020

Form Version: 10-Oct-2020 16:02

Site No: 1231

Subject No: 12313653

- 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.e Symptoms;
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 4), NEW OR INCREASED M
(UTC-03:00) City of (b) USCLE PAIN
Buenos Aires ©)
4.e Was symptom present?
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©)
4.f
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 ), Sympto NEW LOSS OF
(UTC-03:00) City of (b) ms: TASTE OR SM
Buenos Aires ) ELL

Sympto NO

m Prese

nt:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Oct/19/2020 - eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.f Symptoms:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 4, NEW LOSS OF TASTE O
(UTC-03:00) City of (b) R SMELL
Buenos Aires ©6)
4.f Was symptom present?
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
49
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 ), Sympto NEW OR INCR
(UTC-03:00) City of (b) ms: EASED SORE T
Buenos Aires ©) HROAT

Sympto NO

m Prese

nt:
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Header Text: C4591001

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

Visit on Oct/19/2020

Form Version: 10-Oct-2020 16:02

Site No: 1231

Subject No: 12313653

- 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
4.9 Symptoms:
Date Location User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 4, NEW OR INCREASED S
(UTC-03:00) City of (b) ORE THROAT
Buenos Aires ©6)
4.9 Was symptom present?
Date Location User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.h
Date Location User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 ), Symptoms:  DIARRH
(UTC-03:00) City of % EA
Buenos Aires Symptom Pres NO

ent:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Oct/19/2020 - eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.h Symptoms:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 (4), DIARRHEA
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.h Was symptom present?
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 ), Symptoms.  VOMITI
(UTC-03:00) City of % NG
Buenos Aires Symptom Pres NO
ent:
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Header Text: C4591001

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

Visit on Oct/19/2020

Form Version: 10-Oct-2020 16:02

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.i Symptoms:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 (4), VOMITING
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.i Was symptom present?
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:14:50 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
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Visit on Oct/19/2020

Site No: 1231

Subject No: 12313653

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54

Form Status:

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
Date L ocation User Value Reason
Oct-22-2020 09:15:13 | 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 2 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail

(UTC-03:00) City of

Visit on Oct/19/2020 History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Not Complete

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

Subject No: 12313653 Subject Initials; ---

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

Back to Form

1. Actual Date of Callection:

Date L ocation User Value Reason

Feb-19-2021 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: New Information

12:05:46 (6) Oct/19/2020

(UTC-03:00) City of

Buenos Aires

Oct-22-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry

09:15:13 (4), Oct/20/2020

(UTC-03:00) City of (b)

Buenos Aires ©)

2. Specimen Type:

Date Location User Value Reason

Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

09:15:13 4), SWABBED MATERIAL

(UTC-03:00) City of (b)

Buenos Aires ©)

3. Specimen Collection Location:

Date Location User Value Reason

Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

09:15:13 4, NASOPHARY NX

(UTC-03:00) City of (b)

Buenos Aires ©6)

4. Assay Code and Description:

Date L ocation User Value Reason

Oct-22-2020 09:15:13 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry

(autocalc) | SEVERE ACUTE RESP SY
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
Visit on Oct/19/2020 History
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.

Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Buenos Aires NDROME CORONAVIRU

S2

5. Device Type:
Date L ocation User Value Reason
Oct-22-2020 09:15:13 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTI
Buenos Aires CTEST
6. Trade Name:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
09:15:13 4, ATILA BIOSYSTEMSIA
(UTC-03:00) City of (b) MP COVID-19 DETECTI
Buenos Aires ©) ONKIT
7. Test Result:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
09:15:13 4, NEGATIVE
(UTC-03:00) City of (b)
Buenos Aires ©)
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Header Text: C4591001
Visit: POT_COVID_ILL 2- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Visit on Oct/19/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

Generated By:

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

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

Subject Initials; ---

(b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Oct-22-2020 09:15:24 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Oct-22-2020 09:15:24 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
09:15:24 4, NO

(UTC-03:00) City of (b)

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
Oct-22-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
09:15:24 4), Sample collected by the ph
(UTC-03:00) City of (b) ysician team
Buenos Aires ©)
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Header Text: C4591001
Visit: POT_COVID_ILL 2- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Visit on Oct/19/2020 - 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: 12313653 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-22-2020 09:15:35 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date Location User Value Reason
Oct-22-2020 09:15:35 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date Location User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto
10:03:10 (autoquery) Query
(UTC-03:00) City of
Buenos Aires
Oct-22-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto
10:02:55 (autoquery) Query
(UTC-03:00) City of
Buenos Aires
Oct-22-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription
10:02:55 (b) (6) YES Error
(UTC-03:00) City of Date of Collection:
Buenos Aires
Oct/19/2020

Oct-22-2020 ACVOPFEINFP6000 | auto query Query 2: Candidate '‘Sample

Page 357 of 485

*** Confidential***
FDA-CBER-2021-5683-0876287




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Visit on Oct/19/2020
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

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

09:15:35 (autoquery) Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Oct-22-2020 ACVOPFEINFP6000 | auto query Query 1: Opened Date of

09:15:35 (autoquery) Collection

(UTC-03:00) City of 20/0Oct/2020 is

Buenos Aires different from
Date of Visit
19/0ct/2020.
Please review
and update as
appropriate, else
clarify.

Oct-22-2020 ACVOPFEINFP6000 || (b) (4), (b) |DataEntry: Initial Entry

09:15:35 (6) YES

(UTC-03:00) City of Date of Collection:

Buenos Aires

Oct/20/2020

5.a

Date L ocation User Value Reason

Oct-22-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

10:03:10 (b) (6) Sample 1D: BPT7W1

(UTC-03:00) City of

Buenos Aires

5.a Sample D

Date L ocation User Value Reason

Oct-22-2020 AcvorrEINFPe0o0 | @ B 6) | paa Entry: Initial Entry
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Header Text: C4591001

Visit on Oct/19/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313653

Visit: POT_COVID_ILL 2 - Unscheduled 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
10:03:10 (b) (4), BPT7W1
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Visit on Oct/19/2020
Form Version: 10-Oct-2020 15:59

Site No: 1231

Subject No: 12313653

Generated By:

Form Status: Data Complete, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

la
Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
14:24:51 _ (0) (6) Typeof Pr  SPECIALIS
(UTC—031_00) City of actitioner: T
Buenos Aires Occurrenc YES

eof Vistso Number of

r Contacts. VMisitsor C

ontacts:
1

Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 (4), Typeof Practiti SPECI
(UTC-03:00) City of Egg oner ALIST
Buenos Aires Occurrence of V NO

isitsor Contacts
1l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
09:16:24 4, SPECIALIST
(UTC-03:00) City of (b)
Buenos Aires ©6)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: New Information
14:24:51 (b) (6) YES
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

Visit on Oct/19/2020

History

Site No: 1231

Form Version: 10-Oct-2020 15:59

Subject No: 12313653

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
b) (4), (b) (6 .
(UTC-03:00) City of (b) (4). (0) (©) Number of Visits or Con
Buenos Aires tacts:
1

Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 (4), NO
(UTC-03:00) City of (b)
Buenos Aires 6
1b
Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
14:24:27 | (b) (6) Typeof Pr  EMERGEN
(UTC—03:_00) City of actitioner: CY ROOM
Buenos Aires Occurrenc YES

eof Visitso Number of

r Contacts. Visitsor C

ontacts:
1

Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 (4), Type of Pract EMERGE
(UTC-03:00) City of () itioner: NCY RO
Buenos Aires ©) OM

Occurrenceo NO

f Viditsor Co

ntacts:

Page 361 of 485

FDA-CBER-2021-5683-0876291




Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
Visit on Oct/19/2020 History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12313653 Subject Initials; ---

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

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 (4), EMERGENCY ROOM

(UTC-03:00) City of (b)

Buenos Aires 6

1.b Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: New Information
14:24:27 (b) (6) YES
(UTC-03:00) City of Number of Visits or Con
Buenos Aires tacts:
1

Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 4), NO
(UTC-03:00) City of (b)
Buenos Aires Q)
1.c
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 _ (‘é)’ Type of Prac PRIMARY
(UTC-03:00) City of 8 titioner:  CARE PHY
Buenos Aires SICIAN

Occurrence NO

of Visitsor

Contacts:

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

Visit on Oct/19/2020

Form Version: 10-Oct-2020 15:59

Site No: 1231

Subject No: 12313653
Generated By:

(b) (4)

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.c Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 4), PRIMARY CARE PHYSIC
(UTC-03:00) City of (b) IAN
Buenos Aires ©)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©)
1d
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 ), Type of Practiti URGEN
(UTC-03:00) City of % oner: T CARE
Buenos Aires Occurrenceof V NO
isitsor Contacts
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
Visit on Oct/19/2020 History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12313653 Subject Initials; ---

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

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 (4), URGENT CARE

(UTC-03:00) City of (b)

Buenos Aires 6

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 (4), NO

(UTC-03:00) City of (b)

Buenos Aires ©6)

le

Date Location User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 _ (‘t‘))’ Type of Pra TELEPHON

(UTC-03:00) City of (6) ctitioner:  E CONSULT

Buenos Aires ©) ATION

Occurrence YES

of Visitsor  Number of

Contacts: Misitsor Co
ntacts:
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Site No: 1231

Generated By:

Form Version: 10-Oct-2020 15:59

Subject No: 12313653

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
Visit on Oct/19/2020

History

Form Status: Data Complete, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

1.e Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 4), TELEPHONE CONSULTA
(UTC-03:00) City of (b) TION
Buenos Aires ©)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 (4), YES
(UTC-03:00) City of (b) Number of Visits or Conta
Buenos Aires ©) cts:

1
1f
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 ), Type of Practitione OTH
(UTC-03:00) City of Egg - ER
Buenos Aires Occurrence of Visit NO

sor Contacts:
Page 365 of 485

FDA-CBER-2021-5683-0876295




090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Visit on Oct/19/2020
Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1.f Physician or Healthcare Professional:
Date Location User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 (4), OTHER
(UTC-03:00) City of (b)
Buenos Aires ©6)
1.f Occurrence of Visits or Contacts:
Date Location User Value Reason
Oct-22-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
09:16:24 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date Location User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
14:00:51 (b) (6) YES
(UTC-03:00) City of Has the subject beenin i
Buenos Aires ntensive care due to pote
ntial COVID-19illness?
NO
Oct-22-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
09:16:24 (4), NO
(UTC-03:00) City of (b)
Buenos Aires )
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Visit on Oct/19/2020

Site No: 1231

Subject No: 12313653
Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 2- Unscheduled Form: HOSPITALIZATION DETAILS - Audit Trail

Form Version: 22-Apr-2020 21:02

(b) (4)

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

Dec-15-2020 14:25:34
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4),

(b) (6)

Form Created

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HOSPITALIZATION DETAILS - eCRF Audit Trail
History

Visit on Oct/19/2020
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313653

Generated By:

Form Status: Data Complete, Frozen, Verified

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. Hospitalization Category:

Date L ocation User Value Reason

Dec-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:25:34 (autocalc) | HOSPITALIZATION STAT

(UTC-03:00) City of us

Buenos Aires

2. Hospitalization Term:

Date L ocation User Value Reason

Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:25:34 (b) (6) HOSPITAL

(UTC-03:00) City of

Buenos Aires

3. Admission Date;

Date L ocation User Value Reason

Feb-18-2021 ACVOPFEINFPG000 | (b) (4), (b) (6) Query 1: Closed Response

13:36:56 satisfies query

(UTC-03:00) City

of Buenos Aires

Feb-18-2021 ACVOPFEINFPG000 | (b) (4), Query 1: Answered al information

11:09:43 (b) (6) available was

(UTC-03:00) City updated. thank

of Buenos Aires you

Feb-17-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened CLIQUERY:

04:23:27 Hospitalization:

(UTC-03:00) City This subject had

of Buenos Aires COVID-19
IlIness and was
hospitalized.
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: HOSPITALIZATION DETAILS - eCRF Audit Trail

Visit on Oct/19/2020

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313653

Generated By:

(b) (4)

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

Please enter any
available
information (vital
signs, pulse
OXymet,
respiratory
treatment, lab
results,
imaging...).
Please make
every effort to
obtain these
information.

Feb-16-2021
17:06:23
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Candidate | CLIQUERY:
Hospitalization:
This subject had
COVID-19
IlIness and was
hospitalized.
Please enter any
available
information (vital
signs, pulse
OXymet,
respiratory
treatment, lab
results,
imaging...).
Please make
every effort to
obtain these
information.

Dec-15-2020
14:25:34
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFPG6000

(b) (4), (b) (6) Data Entry: Initial Entry
Nov/8/2020

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HOSPITALIZATION DETAILS - eCRF Audit Trail
History

Visit on Oct/19/2020
Form Version: 22-Apr-2020 21:02

Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4. Ongoing?
Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
14:25:34 (b) (6) NO
(UTC-03:00) City of Discharge Date:
Buenos Aires
Nov/12/2020
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Site No: 1231

Generated By:

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ILLNESS DETAILS - eCRF Audit Trail History
Visit on Oct/19/2020

Form Version: 06-Jul-2020 21:52

Subject No: 12313653

(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

1. Category of Clinical Event:

Date L ocation User Value Reason
Oct-22-2020 09:17:15 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 IL
Buenos Aires LNESS
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Dec-16-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto
15:05:39 (autoquery) Query
(UTC-03:00) City
of Buenos Aires
Dec-16-2020 ACVOPFEINFP6000 (b) Data Entry: Transcription
15:05:39 (4), YES Error
(UTC-03:00) City (b) (6) Respiratory 1lIness Di
of Buenos Aires agnosis:
Ischemic stroke
Date of Diagnosis:
Nov/6/2020

Dec-16-2020 ACVOPFEINFP6000 | auto query Query 1: Opened Yesis selected,
13:06:59 (autoquery) however, either
(UTC-03:00) City the diagnosis
of Buenos Aires details or date of

diagnosisis

missing. Please

correct.
Dec-16-2020 ACVOPFEINFPG000 || (b) (4), (b) (6) |DataEntry: New Information

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: ILLNESS DETAILS - eCRF Audit Trail History

Visit on Oct/19/2020
Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12313653

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
b) (4), (b) (6

13:06:59 L L YES

(UTC-03:00) City Respiratory Illness Di

of Buenos Aires

agnosis:

Ischemic stroke

Oct-22-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
09:17:15 (6) NO
(UTC-03:00) City
of Buenos Aires
3. Toxicity Grade:
Date L ocation User Value Reason
Dec-16-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: New Information
13:08:32 (b) (6) 3
(UTC-03:00) City of
Buenos Aires
Oct-22-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
09:17:15 4), 2
(UTC-03:00) City of (b)
Buenos Aires Q)
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Header Text: C4591001
Visit: POT_COVID_ILL 2-Unscheduled Form: ILLNESS DETAILS - SEVERE - Audit Trail

Visit on Oct/19/2020

Form Version: 17-Jul-2020 21:55 Form Status:

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

Subject No: 12313653 Subject Initials; ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Mar-11-2021 ACVOPFEINFPG6000 | (b) (4), Form Deleted Changed
12:47:59 (b) (6) Information
(UTC-03:00) City of
Buenos Aires
Jan-15-2021 ACVOPFEINFP6000 | Santiago Form Created
17:01:35 Corradetti
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail
History

Visit on Oct/19/2020

Form Version: 17-Jul-2020 21:55

Site No: 1231

Subject No: 12313653

Generated By:

Form Status: Data Complete, Deleted, Frozen

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

Cosme Argerich
Subject Initials; ---
(b) (4) Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason

Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

17:03:14 (b) (6) satisfies query

(UTC-03:00) City

of Buenos Aires

Jan-15-2021 ACVOPFEINFP6000 | Santiago Query 1. Answered Changed data

17:01:48 Corradetti per query

(UTC-03:00) City (b) (4)

of Buenos Aires

Jan-15-2021 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

17:01:35 (autocalc) SEVERE COVID-19 IL

(UTC-03:00) City LNESS

of Buenos Aires

Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Opened Per medical

14:32:45 (b) (6) chart, The

(UTC-03:00) City subject

of Buenos Aires presented signs
of probable
severe Covid-19
disease:
significant acute
neurol ogical
dysfunction.
Degree of
intensity Severe
(3). Please,
review and
modify if
necessary
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2. Subcategory of Clinical Event:

(UTC-03:00) City
of Buenos Aires

Date Location User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
17:01:35 Corradetti SIGNIFICANT ACUTE

(UTC-03:00) City of (b) (4) NEUROLOGIC DY SFU

Buenos Aires NCTION

3. Was a diagnosis obtained?

Date L ocation User Value Reason
Feb-17-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed E mailed CRA.
16:43:33

(UTC-03:00) City

of Buenos Aires

Feb-16-2021 ACVOPFEINFP6000 | Adolfo Gonzalez | Query 1. Answered | the subject
21:51:36 (b) (4) experienced the

ischemic stroke
during his covid

(UTC-03:00) City
of Buenos Aires

illness therefore the

form should stay as

is, thank you
Feb-16-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Reissued: | CLIQUERY: Per
12:11:01 Opened CCG'sdiagnosis

should be given for
events caused by
significant acute
renal, hepatic, or
neurologic
dysfunction only.
Please remove as
thiseventis
correctly recorded as
an SAE in Log visit.

Feb-13-2021
10:22:16
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFP6000

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

Query 1. Answered

the subject suffered
from aischemic
stroke with
manifestation of
LEFT
BRACHIOCRURAL
HEMIPARESIS
during its potential
covidillness
thereforeill severe
should be recorded.
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thank you

Feb-11-2021
04:42:45
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFP6000

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

Query 1: Opened

CLIQUERY: Per
CCG'sdiagnosis
should be given for
events caused by
significant acute
renal, hepatic, or
neurologic
dysfunction only.
Please update or
remove.

Feb-10-2021
11:52:18
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFP6000

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

Query 1. Candidate

CLIQUERY: Per
CCG'sdiagnosis
should be given for
events caused by
significant acute

renal, hepatic, or
neurologic
dysfunction only.
Please update or
remove.
Jan-15-2021 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
17:01:35 Corradetti YES
(UTC-03:00) City (b) (4) Diagnosis.
of Buenos Aires
Ischemic Stroke
Start Date:
Nov/8/2020
Ongoing?:
YES
4. Toxicity Grade:
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
17:01:35 Corradetti 3
(UTC-03:00) City of (b) (4)
Buenos Aires
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Visit on Oct/19/2020

Site No: 1231

Subject No: 12313653
Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53

(b) (4)

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

Dec-15-2020 14:43:39
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4),

(b) (6)

Form Created

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: IMAGING - Audit Trail

Visit on Oct/19/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313653
Generated By:

(b) (4)

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

Dec-15-2020 14:44:09
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |/ (b) (4),

(b) (6)

Form Created
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Visit on Oct/19/2020
Form Version: 06-Jul-
Site No: 1231

Generated By:

Subject No: 12313653

Header Text: C4591001
Visit: POT_COVID_ILL 2- Unscheduled Form: IMAGING - eCRF Audit Trail History

2020 21:53

Form Status: Data Complete, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

1. Date of Assessment:

*** Confidential***

Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:43:39 (b) (6) Nov/8/2020
(UTC-03:00) City of
Buenos Aires
2. Location of Assessment:
Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:43:39 (b) (6) CHEST
(UTC-03:00) City of
Buenos Aires
3. Type of Imaging Exam:
Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:43:39 (b) (6) CT SCAN
(UTC-03:00) City of
Buenos Aires
4. Assessment:
Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:43:39 (b) (6) NORMAL
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2- Unscheduled Form: IMAGING - eCRF Audit Trail History

Visit on Oct/19/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313653

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 Assessment:

Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:44:09 (b) (6) Nov/8/2020
(UTC-03:00) City of
Buenos Aires
2. Location of Assessment:
Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:44:09 (b) (6) HEAD
(UTC-03:00) City of
Buenos Aires
3. Type of Imaging Exam:
Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:44:09 (b) (6) CT SCAN
(UTC-03:00) City of
Buenos Aires
4, Assessment:
Date L ocation User Value Reason
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:44:09 (b) (6) NORMAL
(UTC-03:00) City of
Buenos Aires
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Site No: 1231

Generated By:

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
Visit on Dec/22/2020

Form Version: 22-Apr-2020 2103

Subject No: 12313653

(b) (4)

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
Feb-23-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 4. Closed closed per SITE
06:24:02 response, added to
(UTC-03:00) City PD tracker for
of Buenos Aires Clinica Review
Feb-22-2021 ACVOPFEINFP6000 | (b) (4), Query 4: Answered | By decision of the
14:10:33 (b) (6) investigator, it was
(UTC-03:00) City decided to carry out a
of Buenos Aires convalescence visit
corresponding to the
COVID-B and
COVID-C diseases
together, since both
were out of range,
due to the
impossibility of the
subject to go to the
hospital.
Feb-22-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 4: Reissued: | PDQ: RQ2: Thank
07:31:30 (6) Opened you for response, per
(UTC-03:00) City response CONVA
of Buenos Aires visit scheduled
17-Feb-
2021.However
CONVA till
missing. Please
provide scheduled
CONVA visit or else
clarify.
Feb-16-2021 ACVOPFEINFP6000 |! (b) (4), (b) (6) Query 4: Reissued: | PDQ RQ2: Thank
04:17:10 Candidate you for the response,
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
Visit on Dec/22/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

History

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

Cosme Argerich

Subject No: 12313653 Subject Initials; ---

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

(UTC-03:00) City please update the

of Buenos Aires details once available
else clarify.

Feb-15-2021 ACVOPFEINFP6000 | Adolfo Gonzalez | Query 4: Answered | convalescence visitis

21:40:31 (b) (4) scheduled for

(UTC-03:00) City 17/FEB/2021

of Buenos Aires

Feb-15-2021 ACVOPFEINFP6000 || (b) (4), (b) (6) Query 4: Reissued: | PDQ: RQ2: Per your

06:18:33 Opened response; please

(UTC-03:00) City confirm scheduled

of Buenos Aires date and update data
once available as
appropriate. Thank
you.

Feb-12-2021 ACVOPFEINFP6000 |/(b) (4), (b) Query 4: Answered | The convalescent

10:00:58 (6) visit is outside the

(UTC-03:00) City window because the

of Buenos Aires participant is
traveling. It will be
scheduled as soon as
possible. Do you
want meto leave the
guery open until the
visit is completed?

Feb-11-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 4: Reissued: | PDQ RQ1: Thank

10:06:39 Opened you for the response,

(UTC-03:00) City please confirm the

of Buenos Aires date scheduled in
guery response and
requesting to respond
to query once data
available. Else
clarify.

Feb-05-2021 ACVOPFEINFP6000 || (b) (4), (b) (6) Query 4: Reissued: | PDQ RQ1: Thank
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/22/2020

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

Subject No: 12313653

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; ---

of Buenos Aires

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

b) (4), (b) (6 ,
03:36:59 (b) (4). (b) (©) Candidate you for the response,
(UTC-03:00) City please update the
of Buenos Aires details once available

else clarify.

Feb-04-2021 ACVOPFEINFP6000 |/(b) (4), Query 4: Answered | The convalescent
16:38:36 (b) (6) visit is outside the
(UTC-03:00) City window, because the

subject does not have
the availability to
attend the hospital .
An attempt will be
made to schedule

(UTC-03:00) City
of Buenos Aires

soon.
Feb-04-2021 ACVOPFEINFP6000 || (b) (4), (b) Query 4. Opened PDQ: Convalescent
07:30:11 (6) visitismissing and

35+ days (44) have
passed since COVID
IlIness Visit. If visit
occurred record the
data as a matching
CONVA visit; if the
visit did not occur
attempt to schedule
the visit and obtain
the CONVA sample

(UTC-03:00) City
of Buenos Aires

else clarify.
Dec-30-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 3: Closed wait for DE
07:49:26 (6)
(UTC-03:00) City
of Buenos Aires
Dec-30-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 3. Opened DM: Kindly consider
07:47:58 (6) to update missing

HOSPITALIZATION
DETAILSform or
else clarify. Thank
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

Visit on Dec/22/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313653

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
you.

Dec-23-2020 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query

14:04:25 (autoquery)

(UTC-03:00) City

of Buenos Aires

Dec-23-2020 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

14:03:32 (autoquery)

(UTC-03:00) City

of Buenos Aires

Dec-23-2020 ACVOPFEINFP6000 | auto query Query 2: Candidate | Date of Visitis

14:02:02 (autoquery) completed but Date

(UTC-03:00) City of Assessment in the

of Buenos Aires Signs and Symptoms
form ismissing.
Please review and
update as
appropriate.

Dec-23-2020 ACVOPFEINFP6000 | auto query Query 1. Candidate | Date of Visitis

14:02:02 (autoquery) completed but Date

(UTC-03:00) City of Collection in both

of Buenos Aires Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

14:02:02 (6) Dec/22/2020

(UTC-03:00) City

of Buenos Aires

3. COVID-19 llIness Visit:

Date L ocation | User ‘Va]ue Reason
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Header Text: C4591001

Visit on Dec/22/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313653

Visit: POT_COVID_ILL 3 - Unscheduled 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-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:02:02 (autocalc) | COVID_C

(UTC-03:00) City of

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
- eCRF Audit Trail History

Visit on Dec/22/2020
Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313653

Generated By:

Form Status: Data Complete, Frozen

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. Date of Assessment:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) Dec/22/2020
(UTC-03:00) City of
Buenos Aires
2. Date of First Symptom Started:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) Dec/20/2020
(UTC-03:00) City of
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Feb-25-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed Response
15:06:46 satisfies query
(UTC-03:00) City
of Buenos Aires
Feb-25-2021 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
14:07:02 (autoquery)
(UTC-03:00) City
of Buenos Aires
Feb-25-2021 ACVOPFEINFP6000 | Adolfo Gonzalez | Data Entry: New Information
14:07:02 (b) (4) NO
(UTC-03:00) City Date of Last Sympto
of Buenos Aires m Resolved:
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/22/2020

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

Subject No: 12313653
Generated By: (b) (4)

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

Dec/30/2020

Feb-25-2021 ACVOPFEINFP6000
07:57:20
(UTC-03:00) City
of Buenos Aires

(b) (4), (b) Query 1: Opened CLINQUERY:

(6) Please clarify
whether the
reported
symptoms are
still ongoing? If
symptoms have
ended, please
update
‘Symptoms
Ongoing’ onto
‘NO’ and add
Date of Last
Symptom
Resolved on the
CRF.

Feb-23-2021 ACVOPFEINFP6000
12:24:05
(UTC-03:00) City
of Buenos Aires

(b) (4), (b) (6) Query 1: Candidate CLINQUERY:
Please clarify
whether the
reported
symptoms are
till ongoing? If
symptoms have
ended, please
update
‘Symptoms
Ongoing’ onto
‘NO’ and add
Date of Last
Symptom
Resolved on the
CRF.

Dec-23-2020 ACVOPFEINFP6000
14:03:32
(UTC-03:00) City

(b) (4), (b) Data Entry: Initial Entry
(6) YES
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Header Text: C4591001

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

Visit on Dec/22/2020

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313653

- 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

of Buenos Aires

4.a
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 ®) Symptoms: FEVE
(UTC-03:00) City of R
Buenos Aires Symptom Presen NO
t:

4.a Symptoms:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) FEVER
(UTC-03:00) City of
Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NO
(UTC-03:00) City of
Buenos Aires
4b
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) Sympto NEW OR INC
(UTC-03:00) City of ms: REASED COU
Buenos Aires GH

Page 388 of 485

*** Confidential***
FDA-CBER-2021-5683-0876318




Header Text: C4591001
Visit: POT_COVID_ILL 3-Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Visit on Dec/22/2020 - eCRF 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: 12313653 Subject Initials; ---

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

*** Confidential***

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

Sympto NO

m Presen

t:
4.b Symptoms:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
14:03:32 (6) NEW OR INCREASED C
(UTC-03:00) City of OUGH
Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NO
(UTC-03:00) City of
Buenos Aires
4.c
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 | ©®) Sympt NEW OR INCRE
(UTC-03:00) City of oms. ASED SHORTNE
Buenos Aires SS OF BREATH

Sympt NO

om Pre

sent:
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Header Text: C4591001

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

Visit on Dec/22/2020

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313653

- 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.c Symptoms;
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NEW OR INCREASED S
(UTC-03:00) City of HORTNESS OF BREATH
Buenos Aires
4.c Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NO
(UTC-03:00) City of
Buenos Aires
4d
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 6) Symptoms: CHILL
(UTC-03:00) City of S
Buenos Aires Symptom Presen NO

t:
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Header Text: C4591001

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

Visit on Dec/22/2020

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313653

- 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-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) CHILLS
(UTC-03:00) City of
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NO
(UTC-03:00) City of
Buenos Aires
4.e
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 6) Sympto NEW OR INCR
(UTC-03:00) City of ms: EASED MUSCL
Buenos Aires E PAIN

Sympto NO

m Prese

nt:
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Header Text: C4591001

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

Visit on Dec/22/2020

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313653

- 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.e Symptoms;
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NEW OR INCREASED M
(UTC-03:00) City of USCLE PAIN
Buenos Aires
4.e Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NO
(UTC-03:00) City of
Buenos Aires
4.f
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 | 6) Sympto NEW LOSS OF
(UTC-03:00) City of ms: TASTE OR SM
Buenos Aires ELL

Sympto NO

m Prese

nt:
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Header Text: C4591001
Visit: POT_COVID_ILL 3-Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Visit on Dec/22/2020 - eCRF 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

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Subject No: 12313653

Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.f Symptoms:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NEW LOSS OF TASTE O
(UTC-03:00) City of R SMELL
Buenos Aires
4.f Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NO
(UTC-03:00) City of
Buenos Aires
449
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 6) Sympto NEW OR INCR
(UTC-03:00) City of ms: EASED SORE T
Buenos Aires HROAT

Sympto YES

m Prese

nt:
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Header Text: C4591001

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

Visit on Dec/22/2020

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313653

- 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-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NEW OR INCREASED S
(UTC-03:00) City of ORE THROAT
Buenos Aires
4.9 Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) YES
(UTC-03:00) City of
Buenos Aires
4.h
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 6) Symptoms: DIARRH
(UTC-03:00) City of EA
Buenos Aires Symptom Pres NO
ent:
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Header Text: C4591001

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

Visit on Dec/22/2020

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313653

- 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.h Symptoms:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) DIARRHEA
(UTC-03:00) City of
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NO
(UTC-03:00) City of
Buenos Aires
4.
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 6) Symptoms.  VOMITI
(UTC-03:00) City of NG
Buenos Aires Symptom Pres NO
ent:
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Header Text: C4591001

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

Visit on Dec/22/2020

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313653

- 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.i Symptoms:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) VOMITING
(UTC-03:00) City of
Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:32 (6) NO
(UTC-03:00) City of
Buenos Aires
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Visit on Dec/22/2020

Form Version: 06-Jul-2020 21:54

Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

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

Subject No: 12313653 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason

Dec-23-2020 14:03:51
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Form Created

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
Visit on Dec/22/2020 History

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

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

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

Subject No: 12313653

Generated By: (b) (4)

090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:51 (6) Dec/22/2020
(UTC-03:00) City of
Buenos Aires
2. Specimen Type:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:51 (6) SWABBED MATERIAL
(UTC-03:00) City of
Buenos Aires
3. Specimen Collection Location:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:51 (6) NASOPHARY NX
(UTC-03:00) City of
Buenos Aires
4. Assay Code and Description:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:03:51 (autocalc) | SEVERE ACUTE RESP SY
(UTC-03:00) City of NDROME CORONAVIRU
Buenos Aires S2
5. Device Type:
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090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trall
Visit on Dec/22/2020 History
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:03:51 (autocalc) | SARS-COV-2 DIAGNOSTI
(UTC-03:00) City of CTEST
Buenos Aires
6. Trade Name:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:51 (6) ATILA BIOSYSTEMSIA
(UTC-03:00) City of MP COVID-19 DETECTI
Buenos Aires ON KIT
7. Test Result:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:03:51 (6) NEGATIVE
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Visit on Dec/22/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

Generated By: (b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:04:12 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:04:12 (autocalc) | NASAL_SWAB_SELF

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:12 (6) NO

(UTC-03:00) City of

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-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:12 (6) Sample collected by ateam
(UTC-03:00) City of physician
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Visit on Dec/22/2020
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

Generated By:

- eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials; ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Dec-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:04:25 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Dec-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:04:25 (autocalc) | NASAL_SWAB

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Dec-28-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

13:35:45 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Dec-24-2020 ACVOPFEINFP6000 |/(b) (@), () | Query 1: Opened 'Sample

08:51:46 (6) Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Dec-23-2020 ACVOPFEINFP6000 |autoquery | Query 1. Candidate '‘Sample
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090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Visit on Dec/22/2020
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313653

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

14:04:25 (autoquery) Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry

14:04:25 (6) YES

(UTC-03:00) City of Date of Collection:

Buenos Aires

Dec/22/2020

5.a

Date L ocation User Value Reason

Dec-28-2020 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Initial Entry

13:35:45 6) Sample | D: BPWSCB

(UTC-03:00) City of

Buenos Aires

5.a Sample D

Date L ocation User Value Reason

Dec-28-2020 ACVOPFEINFP6000 || (b) (4), (b) Data Entry: Initial Entry

13:35:45 (6) BPWSCB

(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Visit on Dec/22/2020
Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313653

Generated By:

Form Status: Data Complete, Frozen

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

*** Confidential***

la
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 ®) Type of Practitio SPECI
(UTC-03:00) City of ner: ALIST
Buenos Aires Occurrenceof Vi NO
sitsor Contacts:

1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) SPECIALIST
(UTC-03:00) City of
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) NO
(UTC-03:00) City of
Buenos Aires
1b
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Initial Entry
14:04:43 _ ®6) Type of Practi EMERGE
(UTC-03:00) City of tioner: NCY RO
Buenos Aires OM

Page 403 of 485
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Visit on Dec/22/2020
Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313653

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

Occurrence of NO

Visitsor Cont

acts:
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFPG000 |/ (b) (4), (b) Data Entry: Initial Entry
14:04:43 (6) EMERGENCY ROOM
(UTC-03:00) City of
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFPG000 |/ (b) (4), (b) Data Entry: Initial Entry
14:04:43 (6) NO
(UTC-03:00) City of
Buenos Aires
1.c
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFPG000 |/ (b) (4), (b) Data Entry: Initial Entry
14:04:43 . ®6) Type of Prac PRIMARY
(UTC-03:00) City of titioner: CARE PHY
Buenos Aires SICIAN

Occurrence NO

of Visitsor

Contacts:

Page 404 of 485
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Site No: 1231

Generated By:

Form Version: 10-Dec-2020 02:26

Subject No: 12313653

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
Visit on Dec/22/2020

History

Form Status: Data Complete, Frozen

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

1.c Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) PRIMARY CARE PHY S
(UTC-03:00) City of CIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) NO
(UTC-03:00) City of
Buenos Aires
1d
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 6) Type of Practiti URGEN
(UTC-03:00) City of oner: T CARE
Buenos Aires Occurrenceof NO

Visitsor Contac

ts.
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Visit on Dec/22/2020
Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313653

Generated By:

Form Status: Data Complete, Frozen

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) URGENT CARE
(UTC-03:00) City of
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) NO
(UTC-03:00) City of
Buenos Aires
le
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 | (6) Typeof Pra TELEPHO
(UTC-03:00) City of ctitioner:  NE CONSU
Buenos Aires LTATION

Occurrence NO

of Visitsor

Contacts:
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Site No: 1231

Generated By:

Form Version: 10-Dec-2020 02:26

Subject No: 12313653

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
Visit on Dec/22/2020

History

Form Status: Data Complete, Frozen

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

1.e Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) TELEPHONE CONSULTA
(UTC-03:00) City of TION
Buenos Aires
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) NO
(UTC-03:00) City of
Buenos Aires
1f
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 6) Type of Practitione OTH
(UTC-03:00) City of re ER
Buenos Aires Occurrence of Visit NO
sor Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Visit on Dec/22/2020

Form Version: 10-Dec-2020 02:26

Form Status: Data Complete, Frozen

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1.f Physician or Healthcare Professional:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) OTHER
(UTC-03:00) City of
Buenos Aires
1.f Occurrence of Visits or Contacts:
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) NO
(UTC-03:00) City of
Buenos Aires
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date Location User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:04:43 (6) NO
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 3-Unscheduled Form: HOSPITALIZATION DETAILS - eCRF Audit Trail

Visit on Dec/22/2020 History

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

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

Subject No: 12313653 Subject Initials; ---

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

Back to Form

1. Hospitalization Category:

Date Location User Value Reason
Jan-06-2021 22:49:47 | ACVOPFEINFPE000 ggg ), ®) | pata Entry: Initial Entry
(UTC-03:00) City of Not Applicable

Buenos Aires

2. Hospitalization Term:

Date Location User Value Reason
Jan-06-2021 22:49:47 | ACVOPFEINFP6000 % 4. ®) | pata Entry: Initial Entry
(UTC-03:00) City of Not Applicable

Buenos Aires

3. Admission Date:

Date L ocation User Value Reason
Jan-06-2021 22:49:47 | ACVOPFEINFP6000 Eg; (). (b) Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable
Buenos Aires
4. Ongoing?
Date Location User Value Reason
Jan-06-2021 22:49:47 | ACVOPFEINFPG000 % @), (®) | pata Entry: Initial Entry
(UTC-03:00) City of Not Applicable
Buenos Aires

Page 409 of 485
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Form: ILLNESS DETAILS - eCRF Audit Trail History

Visit on Dec/22/2020
Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12313653

Generated By:

Form Status: Data Complete, Frozen

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:05:46 (autocalc) | POTENTIAL COVID-19 1L
(UTC-03:00) City of LNESS
Buenos Aires
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 ||(b) (4), (b) Data Entry: New Information
10:15:00 (6) YES
(UTC-03:00) City of Respiratory Illness Diag
Buenos Aires nosis:

Pharyngitis

Date of Diagnosis:

Dec/22/2020
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
14:05:46 (6) YES
(UTC-03:00) City of Respiratory Illness Diag
Buenos Aires nosis:

Pharyngitis

Date of Diagnosis:

Dec/20/2020

3. Toxicity Grade:
Page 410 of 485
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Form: ILLNESS DETAILS - eCRF Audit Trail History
Visit on Dec/22/2020
Form Version: 06-Jul-2020 21.:52 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Jan-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
18:12:16 (b) (6) 2 Information
(UTC-03:00) City
of Buenos Aires
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
14:05:46 (6) 1
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

Visit on Mar/02/2021
Form Version: 22-Apr-2020 2103
Site No: 1231

Subject No: 12313653
Generated By: (b) (4)

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

Mar-03-2021 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto

12:54:49 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Mar-03-2021 ACVOPFEINFP6000 |auto query | Query 2: Deleted Close Auto

12:53:14 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Mar-03-2021 ACVOPFEINFP6000 | auto query | Query 2: Candidate Date of Visitis

12:52:21 (autoquery) completed but

(UTC-03:00) City of Date of

Buenos Aires Assessment in
the Signs and
Symptoms form
ismissing.
Please review
and update as
appropriate.

Mar-03-2021 ACVOPFEINFP6000 |auto query |Query 1: Candidate Date of Visitis

12:52:21 (autoquery) completed but

(UTC-03:00) City of Date of

Buenos Aires Coallection in
both Nasal Swab
Self and Nasal
Swab are
missing. Please
review and
update as
appropriate.
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Form Version: 22-Apr-2020 21:03

Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
Visit on Mar/02/2021

History

Form Status: Data Complete, Frozen, Verified

*** Confidential***

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

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Mar-03-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
12:52:21 4), Mar/2/2021
(UTC-03:00) City of (b)
Buenos Aires ©)
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
12:52:21 (autocalc) | COVID_D
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Visit on Mar/02/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313653
Generated By:

(b) (4)

- eCRF Audit Trail History
Form Status: Data Complete

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
Mar-03-2021 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
12:53:14 4, Mar/2/2021
(UTC-03:00) City of (b)
Buenos Aires 6
2. Date of First Symptom Started:
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
12:53:14 4, Mar/1/2021
(UTC-03:00) City of (b)
Buenos Aires 6
3. Symptoms Ongoing?
Date L ocation User Value Reason
Mar-17-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
11:26:33 (b) (6) NO
(UTC-03:00) City of Date of Last Symptom
Buenos Aires Resolved:
Mar/12/2021

Mar-03-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
12:53:14 (6) YES
(UTC-03:00) City of
Buenos Aires
4.a
Date L ocation | User ‘Val ue Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Visit on Mar/02/2021 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

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

Subject No: 12313653 Subject Initials; ---

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

Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

12:53:14 (4), Symptoms: FEVE

(UTC-03:00) City of (b) R

Buenos Aires ©6)

Symptom Present NO

4.a Symptoms:
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
12:53:14 (4), FEVER
(UTC-03:00) City of (b)
Buenos Aires )
4.a Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
12:53:14 4), NO
(UTC-03:00) City of (b)
Buenos Aires Q)
4b
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
12:53:14 ), Sympto  NEW OR INCR
(UTC-03:00) City of (b) ms: EASED COUG
Buenos Aires (6) H

Sympto NO

m Presen

t:
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Visit on Mar/02/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313653

- eCRF Audit Trail History
Form Status: Data Complete

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.b Symptoms:
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 4), NEW OR INCREASED C
(UTC-03:00) City of (b) OUGH
Buenos Aires ©6)
4.b Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.c
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 _ (‘t‘))v Sympt NEW OR INCRE
(UTC-03:00) City of (6) oms. ASED SHORTNE
Buenos Aires ) SS OF BREATH

Sympt YES

om Pre

sent:
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Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Mar/02/2021 - eCRF Audit Trail History
Form Version: 20-Feb-2021 02:17 Form Status: Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.c Symptoms;
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 4, NEW OR INCREASED S
(UTC-03:00) City of (b) HORTNESS OF BREATH
Buenos Aires ©6)
4.c Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), YES
(UTC-03:00) City of (b)
Buenos Aires ©6)
4d
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 ), Symptoms: CHILL
(UTC-03:00) City of Eg; s
Buenos Alires Symptom Presen NO
t:

Page 417 of 485

*** Confidential***
FDA-CBER-2021-5683-0876347



090177e196ae2eef\Final\Final On: 01-Apr-2021 03:28 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Visit on Mar/02/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313653

- eCRF Audit Trail History
Form Status: Data Complete

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 Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), CHILLS
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.d Was symptom present?
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.e
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 ), Sympto NEW OR INCR
(UTC-03:00) City of (b) ms: EASED MUSCL
Buenos Aires ©) E PAIN

Sympto YES

m Prese

nt:
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Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Mar/02/2021 - eCRF Audit Trail History
Form Version: 20-Feb-2021 02:17 Form Status: Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12313653 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.e Symptoms;
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 4, NEW OR INCREASED M
(UTC-03:00) City of (b) USCLE PAIN
Buenos Aires ©6)
4.e Was symptom present?
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), YES
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.f
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), Sympto NEW LOSS OF
(UTC-03:00) City of (b) ms: TASTE OR SM
Buenos Aires ©) ELL

Sympto NO

m Prese

nt:
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Visit on Mar/02/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313653

- eCRF Audit Trail History
Form Status: Data Complete

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
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 4), NEW LOSS OF TASTE O
(UTC-03:00) City of (b) R SMELL
Buenos Aires ©6)
4.f Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
449
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), Sympto NEW OR INCR
(UTC-03:00) City of (b) ms: EASED SORE T
Buenos Aires ) HROAT

Sympto NO

m Prese

nt:
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Visit on Mar/02/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313653

- eCRF Audit Trail History
Form Status: Data Complete

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
4.9 Symptoms:
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 4, NEW OR INCREASED S
(UTC-03:00) City of (b) ORE THROAT
Buenos Aires ©6)
4.9 Was symptom present?
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.h
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), Symptoms: DIARRH
(UTC-03:00) City of Eg; EA
Buenos Aires Symptom Pres NO
ent:
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Visit on Mar/02/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313653

- eCRF Audit Trail History
Form Status: Data Complete

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.h Symptoms:
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), DIARRHEA
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.h Was symptom present?
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), NO
(UTC-03:00) City of (b)
Buenos Aires ©6)
4.
Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 ), Symptoms.  VOMITI
(UTC-03:00) City of Eg; NG
Buenos Aires Symptom Pres NO
ent:
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Visit on Mar/02/2021 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

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

Subject No: 12313653 Subject Initials; ---

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

4.i Symptoms:

Date L ocation User Value Reason

Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

12:53:14 4, VOMITING

(UTC-03:00) City of (b)

Buenos Aires ©6)

4.i Was symptom present?

Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:14 (4), NO

(UTC-03:00) City of (b)

Buenos Aires ©6)

5.a

Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:35 (), Symptoms- Oth Astheni

(UTC-03:00) City of (b) o a

Buenos Aires ©6)

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:53:35 (4), Asthenia
(UTC-03:00) City of (b)
Buenos Aires ®)
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: MICROBIOLOGY SPECIMEN - Audit Trail

Visit on Mar/02/2021

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313653

Form Status:

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
Date L ocation User Value Reason
Mar-03-2021 12:54:07 | ACVOPFEINFPG000 || (b) Form Created
(UTC-03:00) City of (4),
Buenos Aires (b)

(6)
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Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail

Visit on Mar/02/2021 History

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

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

Subject No: 12313653 Subject Initials; ---

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
Mar-03-2021 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
12:54:07 (4), Mar/2/2021

(UTC-03:00) City of (b)

Buenos Aires 6

2. Specimen Type:

Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:54:07 (4), SWABBED MATERIAL

(UTC-03:00) City of (b)

Buenos Aires 6

3. Specimen Collection Location:

Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:54:07 (4), NASOPHARY NX

(UTC-03:00) City of (b)

Buenos Aires 6

4. Assay Code and Description:

Date Location User Value Reason
Mar-03-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:54:.07 (autocalc) | SEVERE ACUTE RESP SY
(UTC-03:00) City of NDROME CORONAVIRU
Buenos Aires S2
5. Device Type:
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail

Visit on Mar/02/2021

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313653

History

Form Status: Data Complete

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
Mar-03-2021 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
12:54:07 (autocalc) | SARS-COV-2 DIAGNOSTI
(UTC-03:00) City of CTEST
Buenos Aires
6. Trade Name:
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:54:07 (4), ATILA BIOSYSTEMSIA
(UTC-03:00) City of (b) MP COVID-19 DETECTI
Buenos Aires 6 ON KIT
7. Test Result:
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:54:07 4), NEGATIVE
(UTC-03:00) City of (b)
Buenos Aires ©®)
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Visit on Mar/02/2021

Site No: 1231

Generated By:

Form Version: 22-Apr-2020 21:03

Subject No: 12313653

Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled 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; ---

(b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:54:31 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:54:31 (autocalc) | NASAL_SWAB_SELF

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
12:54:31 4, NO

(UTC-03:00) City of (b)

Buenos Aires 6

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

*** Confidential***

Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
12:54:31 4, Sample collected by team p
(UTC-03:00) City of (b) hysician
Buenos Aires 6
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Visit on Mar/02/2021
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313653

Generated By: (b) (4)

- 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. Data Origin

Date L ocation User Value Reason

Mar-03-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

12:54:49 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Mar-03-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

12:54:49 (autocalc) | NASAL_SWAB

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Mar-04-2021 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

10:59:49 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Mar-04-2021 ACVOPFEINFP6000 |[(b) (4), (0) | Query 1: Opened 'Sample

08:06:42 (6) Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Mar-03-2021 ACVOPFEINFP6000 |autoquery | Query 1. Candidate '‘Sample
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Header Text: C4591001

Visit on Mar/02/2021
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313653

Visit: POT_COVID_ILL 4 - Unscheduled 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

12:54:49 (autoquery) Collected? is

(UTC-03:00) City of Yes, however no

Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.

Mar-03-2021 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry

12:54:49 (6) YES

(UTC-03:00) City of Date of Collection:

Buenos Aires

Mar/2/2021

5.a

Date L ocation User Value Reason

Mar-04-2021 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

10:59:49 (b) (6) Sample | D: BR2002

(UTC-03:00) City of

Buenos Aires

5.a Sample D

Date L ocation User Value Reason

Mar-04-2021 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

10:59:49 (b) (6) BR2002

(UTC-03:00) City of

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Visit on Mar/02/2021
Form Version: 20-Feb-2021 02:19

Form 