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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: COHORT SELECTION

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 16:45

eCRF Audit Trail History

Cohort Selection

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

*** Confidential***

1. | Select appropriate response - 30 JUN 2020
Protocol version
2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: C4591001

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Informed Consent

1

Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/15/2020

Page 2 of 588
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Header Text: C4591001

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [12311352]
2. | Birth Date: (b) (6)1974
3. | Sex: FEMALE
4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racial Designation:
Page 3 of 588
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/15/2020
2. | Erroneous Visit
Page 4 of 588
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*** Confidential***

Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
eCRF Audit Trail History
Study €ligibility requires subjects to meet al inclusion criteria (Y ES) and Not meet exclusion criteria (NO).
Inclusion Criteria
La || 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 only) | INO1A0O
1b |1 1nclusion Number: 2
Criterion Description: Participants who are willing and able to comply with all scheduled visits,
vaccination plan, laboratory tests, lifestyle considerations, and other study
procedures
Criterion met? YES
Criterion ID: (For Pfizer use only) | INO2A00
1. || Inclusion Number: 3
Criterion Description: Healthy participants who are determined by medical history, physical examination,
and clinical judgment of the investigator to be eligible for inclusion in the study
Criterion met? YES
Criterion ID: (For Pfizer use only) | INO3A0O
Ld || Inclusion Number: 4
Criterion Description: Capable of giving personal signed informed consent, which includes compliance
with the requirements and restrictions listed in the ICD and in this protocol
Criterion met? YES
Criterion ID: (For Pfizer use only) | INO4A00
Exclusion Criteria
2 || 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
Page 5 of 588
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352

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 By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Criterion ID: (For Pfizer use only) | EX01A00
2b || Exclusion Number: 2

Criterion Description:

Known infection with human immunodeficiency virus (HIV), hepatitis C virus
(HCV), or hepatitis B virus (HBV)

Criterion met? NO
Criterion ID: (For Pfizer use only) | EX02A00
2. || Exclusion Number: 3

Criterion Description:

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

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX03A00

2d Exclusion Number:

4

Criterion Description:

Receipt of medications intended to prevent COVID-19

Criterion met? NO
Criterion ID: (For Pfizer use only) | EX04A00
2. || Exclusion Number: 8

Criterion Description:

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

Criterion met? NO
Criterion ID: (For Pfizer use only) | EXO8A00
2% || Exclusion Number: 10

Criterion Description:

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

Criterion met? NO
Criterion ID: (For Pfizer use only) | EX10A00
2.9 || Exclusion Number: 1

Criterion Description:

Women who are pregnant or breastfeeding

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX11A00

Page 6 of 588
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352
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 16:45

2.h

Exclusion Number:

12

Criterion Description:

Previous vaccination with any coronavirus vaccine

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

Criterion Description:

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

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX21A01

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/15/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 8 of 588
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311352
Generated By: (b) (4)

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

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Form Comments
eCRF Audit Trail History

Medical History Details

*** Confidential***

1a|| Line/MH Number: [1]
Disease/Syndrome/Surgery [Obesity]
/Non-Drug Allergies/Drug
Allergies:

Start Date; UNK/UNK/2003
Ongoing: YES

1b 1] Line/MH Number: 2]
Disease/Syndrome/Surgery [Chronic gastritis]
/Non-Drug Allergies/Drug
Allergies:

Start Date; UNK/UNK/2003
Ongoing: YES
Page 9 of 588
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Vital Signs
1. |Date: Aug/15/2020
2. | Weight: [86.25]
3. | Unit: kg
4. | Height: [161.0]
5. [ Unit: cm
6. | Body Mass Index: [33.3]
Vital Signs Details
7a|| Record Identifier: 1
Temperature; [37.1]
Unit: C
Temperature Location: ORAL CAVITY
Page 10 of 588
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Lab Urinalysis
1. | LabPand: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Aug/15/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a || sponsor 1D: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 11 of 588
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311352
Generated By: (b) (4)

Form: RANDOMIZATION

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Disposition
1. [ Randomization Date : Aug/15/2020
2. | Randomization Number: [51324]
3. | Randomization Group: [
Page 12 of 588
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/15/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BLCVT7]
Sb || sample 1D [BLCVO1]
5 || sampleID [BM8412]
5d || sample 1D [BM8411]
5€ || sampleID [BM8410]
Page 13 of 588
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/15/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BM83TV]
Page 14 of 588
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311352
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 16:45

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/15/2020 14:55
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 15 of 588
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT

Page 16 of 588
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Sep/4/2020
2. | Erroneous Visit
Page 17 of 588
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

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 16:45

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medicationsto treat fever/pain | YES
given on the last day the Subject Ongoing?
Diary was completed? NO
Stop Date:
Aug/23/2020
2a|| symptom: FEVER
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2b .
Symptom: FATIGUE
Were fever or systemic symptoms | YES
present on the last day the Subject Ongoing?
Diary was completed? NO
Stop Date:
Aug/22/2020
2. || symptom: HEADACHE
Were fever or systemic symptoms | YES
present on the last day the Subject Ongoing?
Diary was completed? NO
Stop Date:
Aug/22/2020
2d Symptom: CHILLS
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2:€ || symptom: VOMITING
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
Page 18 of 588
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30
SiteNo: 1231

Subject No: 12311352

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

present on the last day the Subject
Diary was completed?

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
21 || symptom: DIARRHEA
Were fever or systemic symptoms | NO

*** Confidential***

29 Symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
54 || |njection Site Reaction: REDNESS
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
5b || njection Site Reaction: SWELLING
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
5. Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
Page 19 of 588
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12311352
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/4/2020
Vital Signs Details
22| Record Identifier: 1
Temperature: [37.2]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 20 of 588
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Lab Urinalysis
1. | LabPand: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Sep/4/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a || sponsor 1D: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 21 of 588
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/4/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a
Sample ID [BP27BW]
Page 22 of 588
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12311352
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 16:45

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/4/2020 16:20
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 23 of 588
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Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Oct/2/2020
2. | Erroneous Visit
Page 24 of 588
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

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 16:45

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medicationsto treat fever/pain | NO
given on the last day the Subject
Diary was completed?
2.a || symptom: FEVER
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2b Symptom:
ptom: FATIGUE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2. || symptom: HEADACHE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2.d || symptom: CHILLS
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2.e %/m t . \V,
ptom: OMITING
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
21 1| symptom: DIARRHEA
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
Page 25 of 588
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Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

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 16:45

2.9

Symptom:

NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2h

Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
54 || Injection Site Reaction: REDNESS
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
S5b || |njection Site Reaction: SWELLING
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
5 || Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
Page 26 of 588
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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: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Oct/2/2020

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

Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BLBYOV]
Sb || sample 1D [BLBYOD]
5C || sample 1D [BPXHHT]
Page 27 of 588
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Header Text: C4591001

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

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/22/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: COVID_A
Page 28 of 588
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Header Text: C4591001

Aug/22/2020
Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Signsand Symptoms

*** Confidential***

1. | Date of Assessment: Aug/22/2020
2. | Date of First Symptom Started: Aug/20/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Sep/7/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? YES
4D || symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
41 || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? YES
Page 29 of 588
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Header Text: C4591001

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

Aug/22/2020
Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12311352
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 16:45

Symptoms - Other

5a || symptoms - Other Text:

[Fatigue]

Page 30 of 588
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Site No: 1231

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

Subject No: 12311352

Form: MICROBIOLOGY SPECIMEN

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

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
# Date qf C | Specimen Typ Sp.eumen Cpllec Assay Code and Description Device Type Form Instan
ollection e tion Location ce

1. | Aug/22/20 | Unknown Unknown SEVERE ACUTE RESPSYND |SARS-COV-2DIAG | Repeating
20 ROME CORONAVIRUS 2 NOSTIC TEST Pages

2. | Sep/l/202 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESPSYND | SARS-COV-2DIAG | Repeating
0 ATERIAL X ROME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN
Aug/22/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. [ Actua Date of Collection: Aug/22/2020
2. | Specimen Type: Unknown Comments
3. | Specimen Collection Location: Unknown Comments
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: OTHER Comments
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: []
9. | Trade Name Other, Specify: [NALT unknown]

Page 32 of 588
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Header Text: C4591001

Aug/22/2020
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

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

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 16:45

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Sep/1/2020

Specimen Type:

SWABBED MATERIAL

Specimen Collection Location:

NASOPHARYNX

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 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Aug/22/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

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

Please enter barcode for each aliquot.

5.

Sample ID

Page 34 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Aug/22/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/22/2020
4. | If no sample was collected or sample | [the subject is hospitalized.]
was not collected according to
protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

5a

Sample ID

[BP2738]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION
Aug/22/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Health Care Utilization

la

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

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

YES
Number of Visits or Contacts:

(1]

1.c

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Health Care Utilization

3.

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

YES

Has the subject been in intensive care due to potential COVID-19 illness?
NO

Page 36 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12311352

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 16:45
# Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. | HOSPITALIZATION STATUS HOSPITAL Aug/21/2020 NO Repeating Pages
Discharge Date:
Aug/22/2020
Page 37 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS
Aug/22/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form
eCRF Audit Trail History

Form Audit Trail

Hospitalization Details

1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: HOSPITAL
3. | Admission Date: Aug/21/2020
4. | Ongoing? NO
Discharge Date:
Aug/22/2020
Page 38 of 588
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Header Text: C4591001
Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat
# Form Instance
r d t t e
1. Repeating Pages
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Header Text: C4591001

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

Aug/22/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

Respiratory Treatment

1. [ What isthe treatment Identifier?

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

Treatment:

Treatment:

[]

Start Date:

1

SIS L S S

Ongoing?

Page 40 of 588
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Header Text: C4591001

Aug/22/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on 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 16:45

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES

Respiratory IlIness Diagnosis:
[Flu syndrome]

Date of Diagnosis:
Aug/22/2020

3. | Toxicity Grade:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12311352
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 16:45

# | Category of Clinical Event:

Subcategory of Clinical Event

Diagnosis Obtained

Toxicity Grade

Form Instance

1.

Repeating Pages

Page 42 of 588

*** Confidential***
FDA-CBER-2021-5683-0860607




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE
Aug/22/2020

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

Subject No: 12311352
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 16:45

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:

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

1

Form Version: 30-Jul-2020 21:27

Site No: 1231

Subject No: 12311352

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Argerich

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
# Category for Lab | Vendor Na Collectl.on D | Specimen T L ab Result Form | nstance
Test me ate: ype
1 Sponsor-Defined Ide | Test | Resul Repedting
ntifier : t: Pages
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Header Text: C4591001

Aug/22/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on 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 16:45

Back to Form

Lab Chemistry Details

1. | Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

*** Confidential***

Lab Result
5. Sponsor 1D: [1
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 45 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 30-Jul-2020 21:28
Site No: 1231

Subject No: 12311352

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Argerich

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e
1 Sponsor-Defined | | Tes | Resu Repedting
dentifier t | It Pages
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Header Text: C4591001

Aug/22/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on 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 16:45

Back to Form

Laboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

*** Confidential***

Lab Result
S. Sponsor 1D: [1
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form Version: 30-Jul-2020 21:27

Site No: 1231

Subject No: 12311352

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 16:45
# Date: Vital Signs Details Form Instance
L Record Identifier: Systalic: Diastolic: Repeating Pages

Page 48 of 588
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Header Text: C4591001

Aug/22/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on 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 16:45

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

(]

Heart Rate in beats/minute:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form Version: 30-Jul-2020 21:28

Site No: 1231

Subject No: 12311352

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 16:45
# Date: Vital Signs Details Form Instance
L Record Identifier: Oxygen Saturation Repeating Pages

Page 50 of 588
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Header Text: C4591001

Aug/22/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

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

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12311352
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

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

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 16:45

#

Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen)

Form Instance

1.

Repeating Pages

Page 52 of 588
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Header Text: C4591001

Aug/22/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on 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 16:45

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):

*** Confidential***
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Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

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

Argerich

Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

# Sponsor-Defined Id | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc

entifier cation e-specified ation ate e

1 Repeating

Pages
Page 54 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Aug/22/2020

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

Subject No: 12311352
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 16:45

Back to Form

Concomitant M edications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

1

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form: IMAGING

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

Subject No: 12311352

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

Argerich

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

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

1. | Aug/21/2020 CHEST X-RAY NORMAL Repeating Pages
Page 56 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING
Aug/22/2020

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

Subject No: 12311352
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 16:45

Back to Form
eCRF Audit Trail History

Form Audit Trail

*** Confidential***

Imaging
1. | Date of Assessment: Aug/21/2020
2. | Location of Assessment: CHEST
3. | Type of Imaging Exam: X-RAY
4. | Assessment: NORMAL
Page 57 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET

Oct/09/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12311352
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 16:45

Form Comments

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/9/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: COVID_B
Page 58 of 588
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Header Text: C4591001

Oct/09/2020
Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

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

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 16:45

eCRF Audit Trail History

Signsand Symptoms

*** Confidential***

1. | Date of Assessment: Oct/9/2020
2. | Date of First Symptom Started: Oct/6/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Oct/13/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? YES
4D || symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? YES
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
41 || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Was symptom present? YES
41 || symptoms: VOMITING
Was symptom present? NO
Page 59 of 588
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Header Text: C4591001

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

Oct/09/2020
Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311352
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 16:45

Symptoms - Other

5a || symptoms - Other Text:

[HEADACHE]

5b Symptoms - Other Text:

[NASAL CONGESTION]

5:C || symptoms - Other Text:

[fatigue]

5d Symptoms - Other Text:

[yellowish expectoration]
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12311352

Form: MICROBIOLOGY SPECIMEN

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

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
# Date qf C | Specimen Typ Sp.eumen Cpllec Assay Code and Description Device Type Form Instan
ollection e tion Location ce
1. | Oct/9/2020 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESPSYND |SARS-COV-2DIAG | Repeating
ATERIAL X ROME CORONAVIRUS 2 NOSTIC TEST Pages

2. | Nov/3/202 | SWABBED M | NASOPHARYN |SEVERE ACUTE RESPSYND |SARS-COV-2DIAG | Repeating

0 ATERIAL X ROME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN

Oct/09/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Oct/9/2020

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: [
Page 62 of 588
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Header Text: C4591001

Oct/09/2020
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN

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 16:45

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Nov/3/2020

Specimen Type:

SWABBED MATERIAL

Specimen Collection Location:

NASOPHARYNX

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: OTHER
Test Result: NEGATIVE
Comments/Findings/Details: [
Trade Name Other, Specify: [unknown]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Oct/09/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

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

Please enter barcode for each aliquot.

5.

Sample ID

Page 64 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Oct/09/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

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

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

Oct/09/2020
Form Version: 15-Sep-2020 21:53
SiteNo: 1231

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Health Care Utilization

la

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

1b Physician or Healthcare

Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

YES
Number of Visits or Contacts:

(1]

1.c

Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO
Ld || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts: | NO

1. || physician or Hedlthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f Physician or Healthcare

Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2. | Other Type of Practitioner Specify:

Health Care Utilization

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

NO

Page 66 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12311352

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 16:45
# Hospitalization Category | Hospitalization Term | Admission Date Ongoing Form Instance
1. DELETED | Not Applicable Not Applicable Not Applicable | Not Applicable | Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS

Oct/09/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Form Status. Data Complete, Deleted, Frozen, Verified

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

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

16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Form Comments
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitaization Category: Not Applicable Comments
2. | Hospitalization Term: Not Applicable Comments
3. | Admission Date: Not Applicable Comments
1
4. | Ongoing? Not Applicable Comments
Page 68 of 588
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Header Text: C4591001
Visit: POT_COVID_ILL 2 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat
# Form Instance
r d t t e
1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT

Oct/09/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

Respiratory Treatment

1. [ What isthe treatment Identifier?

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

Treatment:

Treatment:

[]

Start Date:

1

SIS L S S

Ongoing?

Page 70 of 588
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Header Text: C4591001

Oct/09/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on 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 16:45

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

*** Confidential***

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 2
Page 71 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12311352
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 16:45

# | Category of Clinical Event:

Subcategory of Clinical Event

Diagnosis Obtained

Toxicity Grade

Form Instance

1.

Repeating Pages

Page 72 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE
Oct/09/2020

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

Subject No: 12311352
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 16:45

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:

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

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Argerich
Subject

Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
# Category for Lab | Vendor Na Collectl.on D | Specimen T L ab Result Form Instance
Test me ate: ype
L Sponsor-Defined Ide | Test | Resul Repesting
ntifier : t: Pages
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Header Text: C4591001

Oct/09/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on 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 16:45

Back to Form

Lab Chemistry Details

1. | Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

*** Confidential***

Lab Result
5. Sponsor 1D: [1
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 75 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:28
Site No: 1231

Subject No: 12311352

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Argerich

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e
1 Sponsor-Defined | | Tes | Resu Repedting
dentifier t | It Pages
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Header Text: C4591001

Oct/09/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on 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 16:45

Back to Form

Laboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

*** Confidential***

Lab Result
S. Sponsor 1D: [1
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 77 of 588
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:27

Site No: 1231

Subject No: 12311352

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 16:45
# Date: Vital Signs Details Form Instance
L Record Identifier: Systalic: Diastolic: Repeating Pages

Page 78 of 588
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FDA-CBER-2021-5683-0860643
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Header Text: C4591001

Oct/09/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on 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 16:45

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

(]

Heart Rate in beats/minute:

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

Form Version: 30-Jul-2020 21:28

Site No: 1231

Subject No: 12311352

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 16:45
# Date: Vital Signs Details Form Instance
L Record Identifier: Oxygen Saturation Repeating Pages

Page 80 of 588
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Header Text: C4591001

Oct/09/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

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: 12311352
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

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

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 16:45

#

Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen)

Form Instance

1.

Repeating Pages
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Header Text: C4591001

Oct/09/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on 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 16:45

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):

*** Confidential***
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Header Text: C4591001
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Visit: POT_COVID_ILL 2 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

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

Argerich

Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

# Sponsor-Defined Id | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc

entifier cation e-specified ation ate e

1 Repeating

Pages
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*** Confidential***
FDA-CBER-2021-5683-0860649




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Oct/09/2020

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

Subject No: 12311352
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 16:45

Back to Form

Concomitant M edications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

1

Ongoing?

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

Form: IMAGING

Form Version: 06-Jul-2020 21:53

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

Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

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

1 Repesating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING
Oct/09/2020

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

Subject No: 12311352
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 16:45

Back to Form

Imaging

1

Date of Assessment:

1

L ocation of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET

Nov/18/2020
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Nov/18/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: CovibD_C
Page 88 of 588
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Nov/18/2020
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
eCRF Audit Trail History
Signsand Symptoms
1. | Date of Assessment: Nov/18/2020
2. | Date of First Symptom Started: Nov/12/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/24/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO
4D || symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
41 || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
4.9 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h Symptoms:
ptoms: DIARRHEA
Was symptom present? YES
41 || symptoms: VOMITING
Was symptom present? NO
Page 89 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Nov/18/2020
Form Version: 10-Oct-2020 16:02
SiteNo: 1231

Subject No: 12311352
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 16:45

Symptoms - Other

5a || symptoms - Other Text:

[nasal congestion]

5b Symptoms - Other Text: [headache]

5.C || symptoms - Other Text: [asthenia]

5d || symptoms - Other Text: [rhinitis]

Se Symptoms - Other Text: [right chest pain]
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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 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

# Date qf C | Specimen Typ Sp.eumen Cpllec Assay Code and Description Device Type Form Instan
ollection e tion Location ce

1. [Nov/18/20 | SWABBED M | NASOPHARYN | SEVERE ACUTERESPSYND |SARS-COV-2DIAG | Repeating

20 ATERIAL X ROME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN

Nov/18/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Nov/18/2020

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: [
Page 92 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Nov/18/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

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

Please enter barcode for each aliquot.

5.

Sample ID

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Nov/18/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/18/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sample 1D [BPWS58]
Page 94 of 588
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Header Text: C4591001

Nov/18/2020
Form Version: 10-Oct-2020 15:59
SiteNo: 1231

Subject No: 12311352

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION

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 16:45

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visitsor Contacts: | YES

Number of Visits or Contacts:

(1]

1b Physician or Healthcare

Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

YES
Number of Visits or Contacts:

(2]

1.¢ || physician or Hedlthcare

Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d Physician or Healthcare

Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

1. || pnysician or Hedlthcare

Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f Physician or Healthcare

Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2. | Other Type of Practitioner Specify:

Health Care Utilization

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

NO

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12311352

Form: HOSPITALIZATION DETAILS

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

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance

1. [ Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
Page 96 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS
Nov/18/2020

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

Subject No: 12311352
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 16:45

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
i
4. | Ongoing? Not Applicable Comments
Page 97 of 588
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Visit: POT_COVID_ILL 3 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat
# Form Instance
r d t t e
1. Repeating Pages
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Header Text: C4591001

Nov/18/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: RESPIRATORY TREATMENT

Form Status: Not Started

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Respiratory Treatment

1. [ What isthe treatment Identifier?

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

Treatment:

Treatment:

[]

Start Date:

1

SIS L S S

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ILLNESS DETAILS

Nov/18/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12311352
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 16:45

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 2
Page 100 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 3

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

Subject No: 12311352
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 16:45

# | Category of Clinical Event:

Subcategory of Clinical Event

Diagnosis Obtained

Toxicity Grade

Form Instance

1.

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE
Nov/18/2020

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

Subject No: 12311352
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 16:45

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:

Page 102 of 588
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 3 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Form Version: 30-Jul-2020 21:27
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Category Collec | Speci
# |forLabT Vendor Name tionD [menT Lab Result Form Insta
nce
est ate: ype
1. | CLINICA | Hospital Genera de Agudos Jose Maria | Nov/2 [ BLOO Sponsor- Re Repeating
L CHEMI | Ramos Mgjia. Address: General Urquiza | 7/2020 | D Defined | Test: sul Pages
STRY 609. Ciudad de Buenos Aires dentifier t:
329 C ReactiveP ([ ]
rotein_PX32
9
30 AlanineAmi |12
notransferase
_PX30
28 Aspartate A ([ ]
minotransfer
ase PX28
35 Alkaline Pho |86
sphatase_PX
35
21 Bilirubin_PX {0.3
21 7
47 Blood Urea |[]
Nitrogen_PX
47
48 Creatinine P |[]
X48
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Nov/18/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. | LabPandl:

CLINICAL CHEMISTRY

2. | Laboratory Name and Address

[Hospital General de Agudos Jose Maria Ramos Mejia. Address: General Urquiza
609. Ciudad de Buenos Aires]

3. | Collection Date: Nov/27/2020
4. | Specimen Type: BLOOD
Lab Result

52 || sponsor ID: [329]

Test: C Reactive Protein_PX329
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5b Sponsor 1D: [30] Comments
Test: Alanine Aminotransferase_PX30
Result: [12] Comments
Not Done: Comments
LNMT Low Comments
[]
High
[]
Unit
Page 104 of 588
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Nov/18/2020
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
5 || sponsor ID: [28]
Test: Aspartate Aminotransferase_PX28
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5d Sponsor 1D: [35]
Test: Alkaline Phosphatase PX35
Result: [86]
Not Done:
LNMT Low
[35]
High
[105]
Unit
u/L
5€ || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.37]
Not Done:
LNMT Low
[0.00]
High
[1.20]
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Nov/18/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352

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 16:45
Sf Sponsor 1D: [47]
Test: Blood Urea Nitrogen PX47
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5.9 || sponsor ID: [48]
Test: Creatinine_PX48
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
Page 106 of 588
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Header Text: C4591001
Visit: POT_COVID_ILL 3
Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Category Qollect Speci Form Insta
# [forLabT Vendor Name (DERIVED) ionDa | menT Lab Result nce
est te: ype
1. |HEMATO | Hospital General de Agudos Jose MariaRa | Nov/27 | BLOO Sponsor-D Repeating
LOGY mos Mejia. Address: General Urquiza609. | /2020 |D efined Ide | Test: Res Pages
Ciudad de Buenos Aires ntifier ult:
1 Hemoglo |12.
bin_PX1 |50
2 Hematoc | 38.
rit PX2 |0
3 Erythroc |4.5
ytes PX3 |2
5 Platelets | 292
PX5 .0
7 Leukocyt | 7.8
es PX7 |5
608 Neutroph |52.
ils PX60 |7
8
609 Eosinoph | 0.0
ils PX60 |8
9
612 Monocyt |7.3
es PX61
2
610 Basophil |0.0
s PX610 |3
611 Lymphoc | 3.0
ytes PX6 (0
11
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology

Nov/18/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Form Status: Data Complete, Queries

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. | Lab Panel: HEMATOLOGY
2. | Laboratory Name and Address [Hospital General de Agudos Jose Maria Ramos Megjia. Address: General Urquiza
609. Ciudad de Buenos Aires]
3. | Collection Date: Nov/27/2020
4. | Specimen Type: BLOOD
Lab Result
5a || sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [12.50]
Not Done:
LNMT Low
[11.20]
High
[15.70]
Unit
g/dL
5b Sponsor 1D: [2]
Test: Hematocrit_PX2
Result: [38.0]
Not Done:
LNMT Low
[34.]
High
[44.9]
Unit
%
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/18/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
5 || sponsor ID: [3]
Test: Erythrocytes PX3
Result: [4.52]
Not Done:
LNMT Low
[3.93]
High
[5.22]
Unit
10M2/L
5d Sponsor 1D: [5]
Test: Platelets PX5
Result: [292.0]
Not Done:
LNMT Low
[182.0]
High
[369.0]
Unit
10M9/L
5€ || sponsor ID: (7]
Test: Leukocytes PX7
Result: [7.85]
Not Done:
LNMT Low
[3.98]
High
[10.04]
Unit
10M9/L
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology

Nov/18/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352

Form Status: Data Complete, Queries

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Sf Sponsor 1D: [608]
Test: Neutrophils_PX608
Result: [52.7]
Not Done:
LNMT Low
[34]
High
[71.1]
Unit
%
59 || sponsor ID: [609]
Test: Eosinophils_PX609
Result: [0.08]
Not Done:
LNMT Low
[0.7]
High
[5.8]
Unit
10M9/L
S5h 1| sponsor 1D: [612]
Test: Monocytes PX612
Result: [7.3]
Not Done:
LNMT Low
[4.7]
High
[12.5]
Unit
10M9/L
Page 110 of 588

*** Confidential***
FDA-CBER-2021-5683-0860675




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/18/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Si Sponsor 1D: [610]
Test: Basophils_PX610
Result: [0.03]
Not Done:
LNMT Low
[0.1]
High
[1.2]
Unit
10M9/L
5] Sponsor 1D: [611]
Test: Lymphocytes PX611
Result: [3.00]
Not Done:
LNMT Low
[19.3]
High
[51.7]
Unit
10M9/L

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 Form: VITAL SIGNS - COVID
Form Version: 30-Jul-2020 21:27
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
# Date: Vital Signs Details Form Instance
1. | Nov/18/2020 Record Identifier: Systolic: Diastolic: Repeating Pages
1 120 80

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS- COVID
Nov/18/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form
eCRF Audit Trail History

Form Audit Trail

Vital Signs

1. |Date: Nov/18/2020

Vital Signs Details

22| Record I dentifier: 1
Systalic: [120]
Diastolic: [80]
Respiratory Rate in [22]
respirations/minute;
Heart Rate in beats/minute: [140]

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 30-Jul-2020 21:28

Site No: 1231

Subject No: 12311352

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 16:45
# Date: Vital Signs Details Form Instance
L Record Identifier: Oxygen Saturation Repeating Pages

Page 114 of 588
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Header Text: C4591001

Nov/18/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3

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

Subject No: 12311352
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

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

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 16:45

#

Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen)

Form Instance

1.

Repeating Pages

Page 116 of 588
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Header Text: C4591001

Nov/18/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on 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 16:45

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

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

Argerich

Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

# Sponsor-Defined Id | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc

entifier cation e-specified ation ate e

1 Repeating

Pages

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Nov/18/2020

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

Subject No: 12311352
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 16:45

Back to Form

Concomitant M edications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

1

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form: IMAGING

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

Subject No: 12311352

Generated By:

(b) (4)

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

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

#

Date of Assessment

L ocation of Assessment Imaging M ethod

Overall Assessment

Form Instance

1.

Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: IMAGING
Nov/18/2020

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

Subject No: 12311352
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 16:45

Back to Form

Imaging

1

Date of Assessment:

1

L ocation of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET

Jan/16/2021
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/16/2021
2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: CoVID_D

Page 122 of 588
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Header Text: C4591001

Jan/16/2021
Form Version: 14-Jan-2021 02:23
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Signsand Symptoms

*** Confidential***

1. | Date of Assessment: Jan/16/2021
2. | Date of First Symptom Started: Jan/14/2021
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Jan/19/2021
Symptoms
4.a || symptoms: FEVER
Was symptom present? YES
4D || symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? YES
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
41 || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
: mptoms:
4h DIARRHEA
Was symptom present? YES
41 || symptoms: VOMITING
Was symptom present? YES
Page 123 of 588
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Header Text: C4591001

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

Jan/16/2021
Form Version: 14-Jan-2021 02:23
SiteNo: 1231

Subject No: 12311352
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 16:45

Symptoms - Other

5a || symptoms - Other Text:

[Headache]

5b Symptoms - Other Text:

[Astheni]

Page 124 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 4 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

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

Argerich

Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

# Date qf C | Specimen Typ Sp.ecimen Cpllec Assay Code and Description Device Type Form Instan
ollection e tion Location ce

1. [ Jan/16/202 | SWABBED M | NASOPHARYN | SEVEREACUTE RESPSYND |SARS-COV-2DIAG | Repeating

1 ATERIAL X ROME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN

Jan/16/2021
Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Jan/16/2021

Specimen Type:

SWABBED MATERIAL

Specimen Collection Location:

NASOPHARY NX

Assay Code and Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

SARS-COV-2 DIAGNOSTIC TEST

Trade Name:

ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT

Test Resullt:

NEGATIVE

Comments/Findings/Details:

[]

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

Trade Name Other, Specify:

[]

Page 126 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Jan/16/2021

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

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

Please enter barcode for each aliquot.

5.

Sample ID

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Jan/16/2021

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/16/2021
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BPTC2G]
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION
Jan/16/2021

Form Version: 14-Jan-2021 02:24
SiteNo: 1231

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Health Care Utilization

la

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

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

1.c

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Health Care Utilization

3.

Has the subject been hospitalized

due to potential COVID-19 ilIness?

NO

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 4

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12311352

Form: HOSPITALIZATION DETAILS

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

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance

1. [ Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
Page 130 of 588

*** Confidential***
FDA-CBER-2021-5683-0860695




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS
Jan/16/2021

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

Subject No: 12311352
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 16:45

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
i

4. | Ongoing? Not Applicable Comments

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

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

Argerich

Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

# Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat Form Instance
r d t t e

1. Repeating Pages

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)
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Header Text: C4591001

Jan/16/2021
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: RESPIRATORY TREATMENT

Form Status: Not Started

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Respiratory Treatment

1. [ What isthe treatment Identifier?

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

Treatment:

Treatment:

[]

Start Date:

1

SIS L S S

Ongoing?

*** Confidential***
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Header Text: C4591001

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

Jan/16/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12311352
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 16:45

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
Page 134 of 588
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Header Text: C4591001

Visit: POT_COVID_ILL 4

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

Subject No: 12311352
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 16:45

# | Category of Clinical Event:

Subcategory of Clinical Event

Diagnosis Obtained

Toxicity Grade

Form Instance

1.

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE
Jan/16/2021

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

Subject No: 12311352
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 16:45

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:

Page 136 of 588

*** Confidential***
FDA-CBER-2021-5683-0860701




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001
Visit; POT_COVID_ILL

Site No: 1231

Subject No: 12311352

4

Form Version: 30-Jul-2020 21:27

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 16:45

Category for Lab

# Test

Vendor Na
me

Collection D | Specimen T

ate:

ype

Lab Result

Form Instance

Sponsor-Defined | de
ntifier

Test

Resul

Repesting
Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Jan/16/2021
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

Lab Chemistry Details

1. | Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
5. Sponsor 1D: [1
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 138 of 588
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Subject No: 12311352

Header Text: C4591001

Visit: POT_COVID_ILL 4

Form Version: 30-Jul-2020 21:28
Site No: 1231

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Argerich

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e
1 Sponsor-Defined | | Tes | Resu Repedting
dentifier t | It Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology

Jan/16/2021
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

Laboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
5. Sponsor 1D: [1
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 4

Site No: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:27

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 16:45
# Date: Vital Signs Details Form Instance
L Record Identifier: Systalic: Diastolic: Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: VITAL SIGNS- COVID

Jan/16/2021
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

(]

Heart Rate in beats/minute:

Page 142 of 588

*** Confidential***
FDA-CBER-2021-5683-0860707




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 4

Site No: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:28

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 16:45
# Date: Vital Signs Details Form Instance
L Record Identifier: Oxygen Saturation Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR

Jan/16/2021
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

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: 12311352
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

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

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 16:45

#

Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen)

Form Instance

1.

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: OXY GENATION PARAMETERS

Jan/16/2021
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):
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Header Text: C4591001
Visit: POT_COVID_ILL 4

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

Subject No: 12311352

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 16:45
# Sponsor-Defined Id | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier cation e-specified ation ate e
1. Repeating
Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Jan/16/2021

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

Subject No: 12311352
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 16:45

Back to Form

Concomitant M edications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

1

Ongoing?
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Header Text: C4591001
Visit: POT_COVID_ILL 4

Form: IMAGING

Form Version: 06-Jul-2020 21:53

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

Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

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

1 Repesating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: IMAGING
Jan/16/2021

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form

Imaging

1

Date of Assessment:

1

L ocation of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Sep/21/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Sep/21/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A1l
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Sep/21/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/21/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BRVNP7]
5b || sampleID [BPWOLO]
5C || sampleID [BRVNPS]
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Dec/29/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/29/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: CoviD_C1
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Dec/29/2020

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Dec/29/2020

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

Aliquot

Please enter barcode for each aliquot.

5a|| sampleID [BRVNLW]

5b || sampleID [BRVNNS]

5C || sampleID [BPTBRO|

5d || sampleID [BRVNNO]
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Header Text: C4591001

Visit: POT_COVID_CONVA 3 - Unscheduled
Visit on Feb/13/2021

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/13/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: CoviD_D1
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Header Text: C4591001

Visit: POT_COVID_CONVA 3 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Feb/13/2021

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/13/2021
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BRMSND]
5b || sampleID [BRY P8G]
5.c
Sample ID [BS1V8F]
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

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

Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Date of Visit
1. | Dateof Visit I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

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

Subject No: 12311352
Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Unplanned Assessments

1. | Assessments
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

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 16:45

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation | Oct/2/2020
/Desath :

2. | Phase of Disposition: VACCINATION

3. | Status: COMPLETED

4. | Specify Status: [

*** Confidential***
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Header Text: C4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
SiteNo: 1231

Subject No: 12311352
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 16:45

Disposition - Follow-Up

1. | Date of Completion/Discontinuation
/Desth :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:
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Header Text: C4591001

Unscheduled Visit

Site No: 1231

Subject No: 12311352

Form Version: 10-Oct-2020 15:57

Generated By: (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New

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 16:45

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

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

Subject No: 12311352
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 16:45

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

—
[a—

Aliquot

Please enter barcode for each aliquot.

5 || sample D []
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SiteNo: 1231

Generated By:

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

Subject No: 12311352

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 16:45

Date of Visit

1. | Dateof Visit

1

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12311352
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 16:45

Vital Signs

1. | Date: 1

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
Site No: 1231

Subject No: 12311352
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 16:45

Lab

Urinalysis

1

Lab Panel:

Lab Sub-Panel:

Collection Date:

1

2
3.
4

Laboratory Name and Address
(Derived)

Specimen Type:

Result

Sponsor 1D:

[]

Test:

Result:

Not Done:

*** Confidential***
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Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1231

Subject No: 12311352
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 16:45

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

|l | Nl |ga] s~ WD

Unit:

=
o

Timeframe Subject Was Observed

[N
=

. | Was the subject observed for at |east

the protocol specified observation
period after investigational product
administration?
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Header Text: C4591001

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

Site No: 1231

Subject No: 12311352
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 16:45

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

Site No: 1231

Subject No: 12311352
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 16:45

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

Form: DATE OF VISIT

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 16:45

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Feb/13/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

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 16:45

eCRF Audit Trail History

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/13/2021
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
Sample Type SERUM
NO

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

[Sample collected in the convalescence visit today.]

Aliquot

Please enter barcode for each aliquot.

>. Sample ID

*** Confidential***
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/13/2021
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BRM8N3]
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Header Text: C4591001

Visit on Feb/24/2021
Form Version: 14-Jan-2021 02:22
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE

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 16:45

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Feb/24/2021

2. | Erroneous Visit

COVID-19 Surveillance Visit

3. | COVID-19 Surveillance Visit:

SSWAB_WEEK2

*** Confidential***
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Visit on Feb/24/2021

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

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

Visit on Mar/08/2021
Form Version: 14-Jan-2021 02:22
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE

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 16:45

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Mar/8/2021

2. | Erroneous Visit

COVID-19 Surveillance Visit

3. | COVID-19 Surveillance Visit:

SSWAB_WEEK4

*** Confidential***
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Visit on Mar/08/2021

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/8/2021
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BR22BH]
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Header Text: C4591001

Visit: Potential ReVax Initia Contact -
Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

Form: DATE OF VISIT

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 16:45

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Mar/8/2021
2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant is willing to return for Vaccination 3
Participant is:
eligible per other protocol alowance(s) and confirmed to have received only
placebo at Vaccination 1/2
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit

Mar/10/2021

2. | Erroneous Visit

*** Confidential***

Page 179 of 588

FDA-CBER-2021-5683-0860744




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1231

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Mar/10/2021
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Vis

For

Header Text: C4591001

t: V101 VAX3

m Version: 10-Dec-2020 02:30

Site No: 1231

Subject No: 12311352
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 16:45

Form Comments

Incl

usion Criteria Not M et

1

Description of Inclusion Criterion
Not Met

Not Applicable

Exc

lusion Criteria Met

Description of Exclusion Criterion
Met

Not Applicable

*** Confidential***
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1231

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Completion/Discontinuation | Mar/10/2021
/Death :
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: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
eCRF Audit Trail History
Lab Urinalysis
1. | Lab Panel: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Mar/10/2021
4. | Laboratory Name and Address [STUDY SITE]

(Derived)
5. | Specimen Type: URINE
Lab Result
6.a | sponsor ID: [113]

Test: Choriogonadotropin Beta PX113

Result: NEGATIVE

Not Done:
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Header Text: C4591001

Visit: V101_VAX3

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/10/2021
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BRYXFR]
Sb || sample 1D [BR1P1S]
5C || sample 1D [BRYF29]
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Header Text: C4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? YES
Date of Collection:
Mar/10/2021

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

Aliquot

Please enter barcode for each aliquot.

5a|| sample D [BR1IPMP]
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/10/2021 12:10
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: C4591001

Visit: V102_VAX4

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

Subject No: 12311352
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 16:45

Date of Visit

1. | Dateof Visit

1

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: 12311352
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 16:45

Lab

Urinalysis

1

Lab Panel:

Lab Sub-Panel:

Collection Date:

1

2
3.
4

Laboratory Name and Address
(Derived)

Specimen Type:

Result

Sponsor 1D:

[]

Test:

Result:

Not Done:
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Header Text: C4591001

Visit: V102_VAX4

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

Subject No: 12311352
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 16:45

Electronic Sample Tracking

1. [DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: V102_VAX4

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

Subject No: 12311352
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 16:45

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

|l | Nl |ga] s~ WD

Unit:

=
o

Timeframe Subject Was Observed

[N
=

. | Was the subject observed for at |east

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
SiteNo: 1231

Subject No: 12311352
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 16:45

Date of Visit

1. | Dateof Visit

1

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V103_MONTH1

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

Subject No: 12311352
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Contact Outcome

1

Contact Type:

2.

Was contact made?

Comments:

Page 192 of 588

*** Confidential***
FDA-CBER-2021-5683-0860757




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: V104 MONTH6

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

Subject No: 12311352
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 16:45

Date of Visit

1. | Dateof Visit

1

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V104 MONTH6

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

Subject No: 12311352
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Contact Outcome

1. | Contact Type:
2. | Was contact made?
3. | Comments: [
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Header Text: C4591001

Visit: V105 MONTH18

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

Subject No: 12311352
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 16:45

Date of Visit

1. | Dateof Visit

1

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V105 MONTH18

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

Subject No: 12311352
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Contact Outcome

1

Contact Type:

2.

Was contact made?

Comments:
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Header Text: C4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Not Started

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Disposition - Treatment

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

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: []

*** Confidential***
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Header Text: C4591001
Visit: Logs
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Form: ADVERSE EVENT REPORT

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

Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
# Category AE I dentifi Adverse Event Start Date Isthe Adversg Event Still On Form Instance
er going
1. |ADVERSEEVE |1 Flu like syndrome | Aug/20/2020 20: | NO Repeating
NT 00 End Date Time: Pages
Aug/28/2020 UNK:UNK
2. |ADVERSEEVE |2 Vomiting Aug/29/2020 08: | NO Repesting
NT 30 End Date Time: Pages
Sep/1/2020 23:00
3. |ADVERSEEVE (3 high urinary infect | Aug/20/2020 10: | NO Repeating
NT ion 00 End Date Time: Pages
Oct/29/2020 08:00
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*** Confidential***

Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Flu like syndrome]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/20/2020 20:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Aug/28/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Is this serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ] Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
e_X'SF'T‘g hospltal!z_am_)n; Pers!stent or Did this serious event require or prolong hospitalization?
significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . it . {anifi disabilitv/i o
jeopardize subject and may require id this serious event result in persistent or significant disability/incapacity~
medical/surgical intervention to NO
prevent above outcomes). o _ )
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. |Isthisadverseevent theresultof a | NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311352

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 By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
9. | Isthisevent 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 Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020327610]
Pfizer Use Only
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*** Confidential***

Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
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: 12311352 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Vomiting]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/29/2020 08:30
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/1/2020 23:00
6. | Toxicity Grade: 1
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. |Isthisadverseevent theresultof a | NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311352

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 By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO

subject to be discontinued from the
study?

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

—
[a—
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Page 203 of 588

Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [high urinary infection]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/20/2020 10:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/29/2020 08:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. |Isthisadverseevent theresultof a | NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:

FDA-CBER-2021-5683-0860768
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311352

Form: ADVERSE EVENT REPORT

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For |[]
Pfizer Use Only
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Header Text: C4591001
Visit: Logs

Site No: 1231

Subject No: 12311352

Form Version: 17-Jul-2020 21:54

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 16:45
Categor | Medication Er | Start Da | Isthemedication error Still On | Study Medication Errors A
# . . Form Instance
y ror te going ction

Repeating
Pages

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311352
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 16:45

Back to Form

Medication Error

1. | Category:

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

3. | Start Date: 1

4. | Isthe medication error still ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was aNon-Drug Treatment given?

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

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

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

Pfizer Use Only
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Header Text: C4591001
Visit: Logs

Subject No: 12311352

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 Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
# Sponsor-Defined Id | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier cation e-specified ation ate e
1 Repeating
Pages

*** Confidential***
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Header Text: C4591001
Visit: Logs - Unscheduled

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

Subject No: 12311352
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 16:45

Back to Form

Concomitant M edications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Date:

1
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Header Text: C4591001

Visit: Logs

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

Subject No: 12311352

Form: CONCOMITANT MEDICATIONS - PROHIBITED

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

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
# Sponsor-Defined | | Category for Med | Concomitant MedicationsP | Name of Medi | Dose Descri | Form Instanc
dentifier ication re-specified cation ption e
1. Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Concomitant Medications

1. | What isthe medication identifier? []

2. | Category:

3. | Concomitant Medications
Pre-specified:

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

5. | Dose: []

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: 1

10. | Ongoing?
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Header Text: C4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

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

Argerich

Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

# Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Start Dat Form Instance
y r d t e

1. Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311352

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 16:45

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? [

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

4. | Treatment: [

5. | Start Date: 1

6. | Ongoing?
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Visit: Logs

Site No: 1231

Header Text: C4591001

Form Version: 22-Apr-2020 21:03

Subject No: 12311352

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 16:45
# Transfusion Type Date of Transfusion Form Instance
1 Repesating Pages

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

1
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Header Text: C4591001

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

Subject No: 12311352
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 16:45

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Mar/8/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: C4591001

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

Subject No: 12311352
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

16:45

Withdrawal Of Consent

1

Withdrawal of Consent Date :

1
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Header Text: C4591001

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

Subject No: 12311352

Form: DEATH DETAILS CODED

Form Status: Not Started

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Death Details
1. | Date of Collection/ Notification of | //
Death:
Cause of Death

2. Cause of Death Status:

Cause of Death:

[]

*** Confidential***
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Header Text: C4591001

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

Subject No: 12311352
Generated By: (b) (4)

Form: SUBJECT STATUS
Form Status. Data Complete, Verified

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Subject Status

1

Subject Status

FOLLOW-UP

2.

Subject Status Date

Oct/2/2020
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Header Text: C4591001

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

Subject No: 12311352
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status. Data Complete, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable

*** Confidential***

Page 219 of 588

FDA-CBER-2021-5683-0860784




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

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

Subject No: 12311352

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

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

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Audit Trail
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
e CRF _Sign_1
Name Signature Date Type Action
Meaning
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12311352
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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 16:45

Back to Form

Buenos Aires

Item | Date User Comment
Form | Nov-24-2020 08:59:00 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires
Form | Aug-15-2020 19:41:40 (UTC-03:00) City of (b) (4), (b) (6) |Not Applicable

Page
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Aug/22/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

Item

Date

User

Comment

2

Aug-31-2020 14:45:10 (UTC-03:00) City of
Buenos Aires

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

Unknown
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Aug/22/2020
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: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
3 Aug-31-2020 14:47:49 (UTC-03:00) City of (b) (4), (b) (6) Unknown
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Aug/22/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

Item | Date User Comment
6 Nov-04-2020 08:40:07 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires
6 Aug-31-2020 14:48:31 (UTC-03:00) City of (b) (4), (b) (6) Unknown

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - Comments
Oct/09/2020

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

Subject No: 12311352
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 16:45

Back to Form

Item

Date

User

Comment

Form

Oct-29-2020 14:51:44 (UTC-03:00) City of
Buenos Aires

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

Not applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Oct/09/2020

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

Subject No: 12311352
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

Form | Oct-30-2020 17:50:36 (UTC-03:00) City of (b) (4), (b) (6) not applicable
Buenos Aires

Not Applicable

Form | Oct-30-2020 16:00:41 (UTC-03:00) City of Tatiana Estrada | not applicable
Buenos Aires (b) (4)

Form | Oct-30-2020 12:01:06 (UTC-03:00) City of (b) (4), (b) (6) Change information
Buenos Aires

Form | Oct-30-2020 11:08:33 (UTC-03:00) City of (b) (4), (b) (6) | NotApplicable

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Oct/09/2020

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

Subject No: 12311352
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Buenos Aires

Item | Date User Comment
1 Oct-30-2020 17:50:36 (UTC-03:00) City of (b) (4), (b) (6) |not applicable
Buenos Aires
Not Applicable
1 Oct-30-2020 12:01:06 (UTC-03:00) City of (b) (4), (b) (6) Change information
Buenos Aires
1 Oct-30-2020 11:08:33 (UTC-03:00) City of (b) (4), (b) (6) |Not Applicable

Page 227 of 588

*** Confidential***

FDA-CBER-2021-5683-0860792




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Oct/09/2020

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

Subject No: 12311352
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Oct-30-2020 17:50:36 (UTC-03:00) City of (b) (4), (b) (6) |not applicable
Buenos Aires
Not Applicable
2 Oct-30-2020 12:01:06 (UTC-03:00) City of (b) (4), (b) (6) Change information
Buenos Aires
2 Oct-30-2020 11:08:33 (UTC-03:00) City of (b) (4), (b) (6) |Not Applicable

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Oct/09/2020

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

Subject No: 12311352
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Buenos Aires

Item | Date User Comment
3 Oct-30-2020 17:50:36 (UTC-03:00) City of (b) (4), (b) (6) |not applicable
Buenos Aires
Not Applicable
3 Oct-30-2020 12:01:06 (UTC-03:00) City of (b) (4), (b) (6) Change information
Buenos Aires
3 Oct-30-2020 11:08:33 (UTC-03:00) City of (b) (4), (b) (6) |Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Oct/09/2020

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

Subject No: 12311352
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
4 Oct-30-2020 17:50:36 (UTC-03:00) City of (b) (4), (b) (6) |not applicable
Buenos Aires
Not Applicable
4 Oct-30-2020 12:01:06 (UTC-03:00) City of (b) (4), (b) (6) Change information
Buenos Aires
4 Oct-30-2020 11:08:33 (UTC-03:00) City of (b) (4), (b) (6) |Not Applicable

Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Nov/18/2020
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: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
Form | Nov-24-2020 08:43:03 (UTC-03:00) City of (b) (4), (b) (6) | Not Applicable
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Nov/18/2020

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

Subject No: 12311352
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 16:45

Back to Form

Item

Date

User

Comment

1

Nov-24-2020 08:43:03 (UTC-03:00) City of
Buenos Aires

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

Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Nov/18/2020

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

Subject No: 12311352
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 16:45

Back to Form

Item

Date

User

Comment

2

Nov-24-2020 08:43:03 (UTC-03:00) City of
Buenos Aires

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

Not Applicable
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Header Text: C4591001

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

Nov/18/2020
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12311352

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 16:45
Back to Form
Item | Date User Comment
3 Nov-24-2020 08:43:03 (UTC-03:00) City of (b) (4), (b) (6) |Not Applicable
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Nov/18/2020

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

Subject No: 12311352
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 16:45

Back to Form

Item

Date

User

Comment

4

Nov-24-2020 08:43:03 (UTC-03:00) City of
Buenos Aires

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

Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/18/2020 Comments
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
5.b | Dec-16-2020 14:20:08 (UTC-03:00) City of (b) (4). (b) (6) Lab normal range is under 41 UI/L
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/18/2020 Comments
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
5.b | Dec-16-2020 14:20:08 (UTC-03:00) City of (b) (4). (b) (6) Lab normal range is under 41 UI/L
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/18/2020 Comments
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
5.b | Dec-16-2020 14:20:08 (UTC-03:00) City of (b) (4). (b) (6) Lab normal range is under 41 UI/L
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/18/2020 Comments
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
5.b | Dec-16-2020 14:20:08 (UTC-03:00) City of (b) (4). (b) (6) Lab normal range is under 41 UI/L
Buenos Aires
Page 239 of 588

*** Confidential***
FDA-CBER-2021-5683-0860804



090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352

Comments

Form Status: Data Complete, Queries

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
Form | Dec-18-2020 17:49:25 (UTC-03:00) City of Santiago WBC differentials are entered as percentages. No
Buenos Aires Corradetti absolute values are available in the source
(b) (4) document of the hematology |ab test.
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Header Text: C4591001

Jan/16/2021
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

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

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 16:45

Back to Form

Item | Date User Comment
Form | Jan-19-2021 13:10:02 (UTC-03:00) City of (b) (4), (b) (6) Not Applicable
Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Jan/16/2021

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

Subject No: 12311352
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 16:45

Back to Form

Item

Date

User

Comment

1

Jan-19-2021 13:10:02 (UTC-03:00) City of
Buenos Aires

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

Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Jan/16/2021

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

Subject No: 12311352

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 16:45
Back to Form
Item | Date User Comment
2 Jan-19-2021 13:10:02 (UTC-03:00) City of (b) (). (b) (6) Not Applicable
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Jan/16/2021

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

Subject No: 12311352

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 16:45
Back to Form
Item | Date User Comment
3 Jan-19-2021 13:10:02 (UTC-03:00) City of (b) (). (b) (6) Not Applicable
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Jan/16/2021

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

Subject No: 12311352

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 16:45
Back to Form
Item | Date User Comment
4 Jan-19-2021 13:10:02 (UTC-03:00) City of (b) (). (b) (6) Not Applicable
Buenos Aires
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Header Text: C4591001
Visit: V101 VAX3

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

Subject No: 12311352
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 16:45

Back to Form

Item | Date User Comment
Form | Mar-10-2021 14:28:07 (UTC-03:00) City of (b) (4), (b) (6) Not Applicable
Buenos Aires
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Header Text: C4591001

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

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

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

e CRF_Sign
e CRF_Sign_1
Name Signature Date Type Action
Meaning
(b) (6) N/A Mar-26-2021 11:21:48 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Tatiana Estrada | Approved Mar-16-2021 14:42:25 (UTC-03:00) City of BOOK Signed
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 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 Mar-10-2021 14:27:46 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated

Affidavit:

N/A

(b) (6) Approved Mar-09-2021 16:54:23 (UTC-03:00) City of BOOK Signed
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 is to be the legally binding equivalent of my handwritten signature.

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

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
(b) (6) N/A Mar-09-2021 14:48:56 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-09-2021 14:14:21 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I,1  (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

Alan Colombo N/A Mar-06-2021 11:15:34 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-05-2021 14:02:18 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Feb-26-2021 11:14:50 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
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Header Text: C4591001

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

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

(b) (6) Approved Feb-18-2021 13:58:54 (UTC-03:00) City of BOOK Signed

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.

(b) (6) N/A Feb-13-2021 11:52:43 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated

Affidavit:

N/A
Gonzalo Perez Approved Jan-22-2021 17:35:03 (UTC-03:00) City of BOOK Signed
Marc Buenos Aires

Affidavit:

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

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

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

(b) (6) N/A Jan-22-2021 12:27:54 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Gonzalo Perez Approved Jan-21-2021 22:36:42 (UTC-03:00) City of BOOK Signed

Marc Buenos Aires
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Affidavit:

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

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

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

(b) (6) N/A Dec-16-2020 13:02:02 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated

Affidavit:

N/A

(b) (6) Approved Nov-30-2020 15:41:20 (UTC-03:00) City of BOOK Signed
Buenos Aires

Affidavit:

By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Nov-30-2020 08:14:34 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-27-2020 19:11:54 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I,.  (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

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

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

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

Argerich

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

(b) (6) N/A Nov-27-2020 14:31:54 (UTC-03:00) City of Edit - All
Buenos Aires signatures

invalidated
Affidavit:
N/A
(b) (6) Approved Nov-25-2020 16:25:49 (UTC-03:00) City of BOOK Signed

Buenos Aires

Affidavit:
By my dated signature below, I,/ (b) (6) , verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

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

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

(b) (6) N/A Nov-22-2020 11:45:58 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-20-2020 09:48:49 (UTC-03:00) City of BOOK Signed
Polack 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 isto be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Nov-19-2020 13:16:12 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
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Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Verified

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Fernando Approved Nov-16-2020 11:11:53 (UTC-03:00) City of BOOK Signed

Polack 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 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-16-2020 09:44:51 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated

Affidavit:

N/A

(b) (6) Approved Nov-15-2020 18:06:42 (UTC-03:00) City of BOOK Signed
Buenos Aires

Affidavit:

By my dated signature below, I, (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Nov-15-2020 10:36:29 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Santiago Approved Nov-08-2020 10:25:39 (UTC-03:00) City of BOOK Signed

Corradetti Buenos Aires
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Affidavit:

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

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

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

(b) (6) N/A Nov-06-2020 15:41:29 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-04-2020 16:46:44 (UTC-03:00) City of BOOK Signed

Buenos Aires

Affidavit:

By my dated signature below, I, (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Nov-04-2020 08:40:07 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated

Affidavit:

N/A

Fernando Approved Oct-30-2020 20:18:06 (UTC-03:00) City of BOOK Signed
Polack 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 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: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
(b) (6) N/A Oct-30-2020 16:30:19 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-30-2020 16:05:36 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Oct-29-2020 13:13:02 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-23-2020 18:54:18 (UTC-03:00) City of BOOK Signed

Buenos Aires

Affidavit:
By my dated signature below, I,|  (b) (6) , verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

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: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-15-2020 17:32:51 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 30 JUN 2020

Buenos Aires

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

Date Location User Value Reason
Aug-15-2020 17:32:51 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of STAGE 3 COHORTS

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

Subject No: 12311352
Generated By: (b) (4)

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; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Consent Was.

Date Location User Value Reason
Aug-15-2020 17:32:57 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of OBTAINED
Buenos Aires Date Written Consent Obtained

Aug/15/2020
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Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Subject ID

Date Location User Value Reason
Aug-15-2020 12:49:15 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-03:00) City of (autocalc) | 12311352 previous form
Buenos Aires

2. Birth Date:

Date L ocation User Value Reason
Aug-15-2020 12:49:13 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-03:00) City of (autocalc) |(b) (6) 1974

Buenos Aires

3. Sex:

Date L ocation User Value Reason
Aug-15-2020 17:33:11 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of FEMALE

Buenos Aires

4. Ethnicity:

Date L ocation User Value Reason
Aug-15-2020 17:33:11 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of HISPANIC OR LATINO(A) OR

Buenos Aires OF SPANISH ORIGIN

5. Race: (Check X all that apply):

Date L ocation User Value Reason
Aug-15-2020 17:33:11 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of WHITE

Buenos Aires
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Visit: V1 DAY1 VAX1 L

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

Subject No: 12311352
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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-15-2020 17:33:31 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/15/2020

Buenos Aires
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Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352
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 16:45

Back to Form

la
Date Location User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Inclus 1
Buenos Aires ion N

umbe

r:
Criter Male or female participa
ion D nts between the ages of 1
escrip 8 and 55 years, inclusive
tion: , 65and 85 years, inclusi

ve, or 18 and 85 years, in

clusive, at randomization

(UTC-03:00) City of
Buenos Aires

(dependent upon study st
age)

Criter YES

ionm

et?:

Criter INO1A00

ionl

D: (F

or Pfi

Z€er us

eonly

):
1.aInclusion Number:
Date Location User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 1
Buenos Aires
1.a Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

Male or female participants betw
een the ages of 18 and 55 years, i
nclusive, 65 and 85 years, inclusi
ve, or 18 and 85 years, inclusive,
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital
Argerich
Subject Initials: ---

Militar Central Cirujano Mayor Dr. Cosme

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

at randomization (dependent upo

n study stage)
1.a Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
1l.a Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of INO1AQO
Buenos Aires
1b
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Inclusi 2
Buenos Aires on Nu

mber:

Criter Participants who are wil

ion De
scripti
on:

Criter
ion me
t?:
Criter
ionID
. (For
Pfizer
useon
ly):

ling and able to comply
with all scheduled visits,
vaccination plan, laborat
ory tests, lifestyle consi
derations, and other stud
y procedures

YES

INO2A00
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Visit: V1 DAY1 VAX1 L

SiteNo: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:27

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 16:45

1.b Inclusion Number:

(UTC-03:00) City of
Buenos Aires

Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 2

Buenos Aires

1.b Criterion Description:

Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

Participants who are willing and
able to comply with all schedule
d visits, vaccination plan, laborat
ory tests, lifestyle considerations,

and other study procedures
1.b Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
1.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of INO2AQ0
Buenos Aires
1.c
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Inclus 3
Buenos Aires ion N

umber
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Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criter Hedlthy participants wh

ion De o are determined by med

scripti ical history, physical exa

on: mination, and clinical ju
dgment of theinvestigat
or to beeligible for incl
usion in the study

Criter YES

ionm

et?:

Criter INO3A00

ion 1D

: (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Subject No: 12311352

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
1.c Inclusion Number:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 3
Buenos Aires
1.c Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Healthy participants who are dete
Buenos Aires rmined by medical history, physi

cal examination, and clinical jud

gment of the investigator to be el

igible for inclusion in the study
1.c Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
1.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of INO3AQ0
Buenos Aires
1d
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Inclus 4
Buenos Aires on Nu

mber:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criter Capable of giving perso

ion De nal signed informed con

scripti- sent, which includes co

on: mpliance with the requir
ements and restrictions |
istedintheICD andint
his protocol

Criter YES

ion me

t2

Criter INO4AQ0

ion 1D

: (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Subject No: 12311352

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
1.d Inclusion Number:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 4
Buenos Aires
1.d Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Capable of giving personal signe
Buenos Aires d informed consent, which includ

es compliance with the requirem

ents and restrictions listed in the

ICD and in this protocol
1.d Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
1.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of INO4AQ0
Buenos Aires
2.a
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclu 1
Buenos Aires sion N

umbe

r:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352
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 16:45

Criter Other medical or psychi

ion De atric condition incl. rece

scripti nt (within past year) or a

on: ctive suicidal ideation/be
havior/lab abnormality t
hat may increase the risk
of study participation

Criter NO

ionm

et?:

Criter EXO01A00

ion 1D

: (For

Pfizer

useon

ly):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 1
Buenos Aires
2.a Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Other medical or psychiatric con
Buenos Aires dition incl. recent (within past ye

ar) or active suicidal ideation/beh

avior/lab abnormality that may in

crease the risk of study participat

ion
2.a Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

2.a Criterion I1D: (For Pfizer use only)

Page 266 of 588

*** Confidential***
FDA-CBER-2021-5683-0860831




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EXO01A00
Buenos Aires
2b
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC—O3ZOO) Clty of Exclus 2
Buenos Aires on Num

ber:

Criterio Known infection with

n Descr  human immunodeficie

iption: ncy virus (HIV), hepat
itisC virus (HCV), or
hepatitis B virus (HBV
)

Criterio NO

n met?:

Criterio EX02A00

niD: (F

or Pfize

r useon

ly):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1231

Subject No: 12311352

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
2.b Exclusion Number:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 2
Buenos Aires
2.b Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Known infection with human im
Buenos Aires munodeficiency virus (HIV), hep

aitis C virus (HCV), or hepatitis

B virus (HBV)
2.b Criterion met?
Date Location User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX02A00
Buenos Aires
2.c
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclus 3
Buenos Aires ion Nu

mber:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criter History of severe advers

ion De e reaction associated wit

scripti h avaccine and/or sever

on: ealergic reaction (eg, a
naphylaxis) to any comp
onent of the study interv
ention(s)

Criter NO

ion me

t?:

Criter EX03A00

ion 1D

: (For

Pfizer

useon

ly):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1231

Subject No: 12311352

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
2.c Exclusion Number:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 3
Buenos Aires
2.c Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of History of severe adverse reactio
Buenos Aires n associated with avaccine and/o

r severe allergic reaction (eg, ana

phylaxis) to any component of th

e study intervention(s)
2.c Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX03AQ0
Buenos Aires
2d
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Excluson N 4
Buenos Aires umber:

Criterion D Receipt of medica

escription: tionsintended to p
revent COVID-19

Criterionm NO

et?:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Subject No: 12311352

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criterion| EX04A00

D: (For Pfiz

er useonly):
2.d Exclusion Number:
Date Location User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 4
Buenos Aires
2.d Criterion Description:
Date Location User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Receipt of medications intended t
Buenos Aires o prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.d Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX04A00
Buenos Aires
2e
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclus 8
Buenos Aires ion Nu

mber:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criteri Immunocompromised i

on Des ndividuals with known

criptio or suspected immunode

n: ficiency, as determined
by history and/or labora
tory/physical examinati
on

Criteri NO

on met

?

Criteri EX08A00

on |D:

(For P

fizer u

seonly

):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:27

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 16:45

2.e Exclusion Number:

(UTC-03:00) City of
Buenos Aires

Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 8

Buenos Aires

2.e Criterion Description:

Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

Immunocompromised individual
swith known or suspected immu
nodeficiency, as determined by h
istory and/or |aboratory/physical

examination
2.e Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.e Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX08AQ0
Buenos Aires
2.f
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclus 10
Buenos Aires ion Nu

mber:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352
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 16:45

Criteri Bleeding diathesis or co

on Des ndition associated with

criptio prolonged bleeding that

n: would, in the opinion of
the investigator, contrai
ndicate intramuscular in
jection

Criteri NO

on met

?.

Criteri EX10A00

on ID:

(For P

fizer u

seonly

):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:27

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 16:45

2.f Exclusion Number:

Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 10

Buenos Aires

2.f Criterion Description:

Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Bleeding diathesis or condition a

Buenos Aires ssociated with prolonged bleedin

g that would, in the opinion of th
einvestigator, contraindicate intr
amuscular injection

2.f Criterion met?

Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.f Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX10AQ0
Buenos Aires
2.9
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclusion Nu 11
Buenos Aires mber:

Criterion Des Women who are

cription: pregnant or brea

stfeeding
Criterion met NO
?:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352

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 16:45

Criterion ID: EX11A00

(For Pfizer us

eonly):
2.9 Exclusion Number:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 11
Buenos Aires
2.g Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Women who are pregnant or brea
Buenos Aires stfeeding
2.g Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.g Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX11A00
Buenos Aires
2h
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclusion N 12
Buenos Aires umber:

Criterion De Previous vaccinat

scription:  ion with any coro

navirus vaccine
Criterion me NO
t?
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1231

Subject No: 12311352

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criterion ID EX12A00

. (For Pfizer

use only):
2.h Exclusion Number:
Date Location User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 12
Buenos Aires
2.h Criterion Description:
Date Location User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Previous vaccination with any co
Buenos Aires ronavirus vaccine
2.h Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.h Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX12A00
Buenos Aires
2.
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclusio 13
Buenos Aires n Numb

er:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352
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 16:45

Criterio Subjectswho receivei

n Descri mmunosuppressive th

ption:  erapy, such as cytotox
ic agents or systemic ¢
orticosteroids

Criterio NO

n met?:

Criterio EX13A01

niD: (F

or Pfizer

useonly

):
2.i Exclusion Number:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 13
Buenos Aires
2.i Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Subjects who receive immunosu
Buenos Aires ppressive therapy, such as cytoto

Xic agents or systemic corticoster

oids
2.i Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.i Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX13A01
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:27

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: ---

Criteri Receipt of blood/plasma

on Des products or immunoglo

criptio bulin, from 60 days bef

n: ore study intervention a
dministration or planne
d receipt throughout the
study

Criteri NO

on met

?

Criteri EX14A01

on ID:

(For P

fizer u

seonly

):

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
2]
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclus 15
Buenos Aires ion Nu

mber:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352
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 16:45

2.j Exclusion Number:

Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 15

Buenos Aires

2.j Criterion Description:

Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Receipt of blood/plasma product
s or immunoglobulin, from 60 da
ys before study intervention admi
nistration or planned receipt thro

ughout the study
2.j Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.j Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX14A01

Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352
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 16:45

Back to Form

2.k
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclus 16
Buenos Aires on Nu

mber:

Criteri Participation in other st

on Des udiesinvolving study i

criptio ntervention within 28 d

n: ays prior to study entry
and/or during study par
ticipation

Criteri NO

on met

le

Criteri EX15A01

on |D:

(For Pf

izer use

only):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1231

Subject No: 12311352

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
2.k Exclusion Number:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 16
Buenos Aires
2.k Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Participation in other studiesinv
Buenos Aires olving study intervention within

28 days prior to study entry and/

or during study participation
2.k Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.k Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX15A01
Buenos Aires
2l
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclusio 17
Buenos Aires n Numb

er:

Criterio Previous participation

n Descri in other studiesinvol

ption:  ving study interventio

n containing lipid nan
oparticles
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1231

Subject No: 12311352

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criterio NO

n met?:

Criterio EX16A01

niID: (F

or Pfizer

use only)
2.1 Exclusion Number:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 17
Buenos Aires
2.| Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Previous participation in other st
Buenos Aires udies involving study interventio

n containing lipid nanoparticles
2.1 Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.1 Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX16A01
Buenos Aires
2.m
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclu 22
Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311352
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 16:45

sion N

umbe

r:

Criter Investigator site staff or

ion D Pfizer employeesdirectl

escrip y involved in the conduc

tion: tof the study, site staff o
therwise supervised by t
he investigator, and their
respective family memb
ers

Criter NO

ion m

et?:

Criter EX21A01

ion 1D

: (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Subject No: 12311352

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
2.m Exclusion Number:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 22
Buenos Aires
2.m Criterion Description:
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Investigator site staff or Pfizer e
Buenos Aires mployees directly involved in th

e conduct of the study, site staff

otherwise supervised by theinve

stigator, and their respective fam

ily members
2.m Criterion met?
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.m Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-15-2020 17:33:50 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX21A01
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: 12311352
Generated By:

(b) (4)

Form: DISPOSITION - SCREENING - 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 16:45

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason
Aug-15-2020 17:34:02 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/15/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-15-2020 17:34:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING

Buenos Aires

3. Status:

Date L ocation User Value Reason
Aug-15-2020 17:34:02 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of COMPLETED

Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
la
Date L ocation User Value Reason
Nov-24-2020 09:03:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Number: 1
Buenos Aires Medical History Te Obesity

rm:

Start Date: UNK/UNK/20

03

Ongoing: YES
1l.aLine/MH Number:
Date L ocation User Value Reason
Nov-24-2020 09:03:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1
Buenos Aires
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Nov-24-2020 09:03:35 ACVOPFEINFP6000 |®@:®®© Data Entry: Initial Entry
(UTC-03:00) City of Obesity
Buenos Aires
1l.a Start Date:
Date L ocation User Value Reason
Nov-24-2020 09:03:35 ACVOPFEINFP6000 |®@:®®© Data Entry: Initial Entry
(UTC-03:00) City of UNK/UNK/2003
Buenos Aires
1.a Ongoing:
Date L ocation User Value Reason
Nov-24-2020 09:03:35 ACVOPFEINFPE000 |®® &)@ Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
1b
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45
Date L ocation User Value Reason
Nov-24-2020 09:03:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Number: 2
Buenos Aires Medical History Te Chronic gastri

rm: tis

Start Date: UNK/UNK/20

03

Ongoing: YES
1.b Line/MH Number:
Date L ocation User Value Reason
Nov-24-2020 09:03:55 ACVOPFEINFP6000 |autocalc |DataEntry: 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
Nov-24-2020 09:03:55 ACVOPFEINFPE000 |®@ @@ Data Entry: Initial Entry
(UTC-03:00) City of Chronic gastritis
Buenos Aires
1.b Start Date:
Date L ocation User Value Reason
Nov-24-2020 09:03:55 ACVOPFEINFPE000 | @ ®1E Data Entry: Initial Entry
(UTC-03:00) City of UNK/UNK/2003
Buenos Aires
1.b Ongoing:
Date L ocation User Value Reason
Nov-24-2020 09:03:55 ACVOPFEINFP6000 |®@-®® Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:28

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
1. Date:
Date Location User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/15/2020
Buenos Aires
2. Weight:
Date L ocation User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 86.25
Buenos Aires
3. Unit:
Date L ocation User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of kg
Buenos Aires
4. Height:
Date L ocation User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 161.0
Buenos Aires
5. Unit:
Date L ocation User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of cm
Buenos Aires
6. Body Mass I ndex:
Date L ocation User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 33.3
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:28

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

SiteNo: 1231

Subject No: 12311352

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
7.a
Date L ocation User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Record I dentifier: 1
Buenos Aires :

Temperature: 371

Temperature Unit C

TemperatureLoc ORAL CAV

ation:: ITY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 1
Buenos Aires
7.a Temperature:
Date Location User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 371
Buenos Aires
7.aUnit:
Date Location User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of C
Buenos Aires
7.a Temperature Location:
Date L ocation User Value Reason
Aug-15-2020 19:42:25 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of ORAL CAVITY
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Lab Panel:

Date L ocation User Value Reason
Aug-15-2020 19:42:44 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALYSIS

Buenos Aires

2. Lab Sub-Panel:

Date L ocation User Value Reason
Aug-15-2020 19:42:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | PREGNANCY

Buenos Aires

3. Collection Date:

Date L ocation User Value Reason
Aug-15-2020 19:42:44 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/15/2020

Buenos Aires

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Aug-15-2020 19:42:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | STUDY SITE

Buenos Aires

5. Specimen Type:

Date L ocation User Value Reason
Aug-15-2020 19:42:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE

Buenos Aires

6.a

Date L ocation User Value Reason
Aug-15-2020 19:42:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)

*** Confidential***
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352

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 16:45
Buenos Aires Sponsor -Define 113

d Identifier:

Test:: Choriogonadotrop

in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor |1D:
Date L ocation User Value Reason
Aug-15-2020 19:42:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Aug-15-2020 19:42:44 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Choriogonadotropin Beta PX113
Buenos Aires
6.a Result:
Date L ocation User Value Reason
Aug-15-2020 19:42:44 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEGATIVE
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1231

Subject No: 12311352

Form Version: 22-Apr-2020 21:03

Generated By: (b) (4)

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

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

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Randomization Date :

Buenos Aires

Date Location User Value Reason
Aug-15-2020 19:42:55 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/15/2020

Buenos Aires

2. Randomization Number:

Date L ocation User Value Reason
Aug-15-2020 19:42:55 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 51324
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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: ---

Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-15-2020 19:43:03 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Aug-15-2020 19:43:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Aug-16-2020 10:55:11 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Aug-15-2020 19:43:03 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no

barcodes are
entered. Please
review and correct

as appropriate.
Aug-15-2020 19:43:03 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Aug/15/2020
5.a
Date L ocation User Value Reason
Aug-16-2020 10:55:11 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of SampleID: BLCVT7
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: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

5.a SampleID

Date L ocation User Value Reason
Aug-16-2020 10:55:11 ACVOPFEINFP6000 |®@®© Data Entry: Initial Entry
(UTC-03:00) City of BLCVT?

Buenos Aires

5.b

Date L ocation User Value Reason
Aug-16-2020 10:55:25 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of SampleID: BLCV91

Buenos Aires

5.b Sample D

Date L ocation User Value Reason
Aug-16-2020 10:55:25 ACVOPFEINFPG000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of BLCV91

Buenos Aires

5.c

Date L ocation User Value Reason
Aug-16-2020 13:20:37 ACVOPFEINFPG000 |P®®® Data Entry: Initial Entry
(UTC-03:00) City of Sample |D: BM8412

Buenos Aires

5.c Sample D

Date L ocation User Value Reason
Aug-16-2020 13:20:37 ACVOPFEINFP6000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of BM8412

Buenos Aires

5.d

Date L ocation User Value Reason
Aug-16-2020 13:20:45 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of Sample |D: BM8411

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: 12311352

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 16:45
5.d Sample ID
Date L ocation User Value Reason
Aug-16-2020 13:20:45 ACVOPFEINFPG00O0Q |®@-®@ Data Entry: Initial Entry
(UTC-03:00) City of BM8411
Buenos Aires
5e
Date L ocation User Value Reason
Aug-16-2020 13:20:50 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BM8410
Buenos Aires
5.e Sample ID
Date L ocation User Value Reason
Aug-16-2020 13:20:50 ACVOPFEINFPG000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of BM8410
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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

Argerich

Subject Initials:

Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-15-2020 19:43:11 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Aug-15-2020 19:43:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Aug-16-2020 09:33:29 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Aug-15-2020 19:43:11 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no

barcodes are
entered. Please
review and correct

as appropriate.
Aug-15-2020 19:43:11 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Aug/15/2020
5.a
Date L ocation User Value Reason
Aug-16-2020 09:33:29 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BM83TV
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: 12311352

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 16:45
5.a SampleID
Date L ocation User Value Reason
Aug-16-2020 09:33:29 ACVOPFEINFP6000 |®@®© Data Entry: Initial Entry
(UTC-03:00) City of BM83TV
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Aug-15-2020 19:43:33 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason
Aug-15-2020 19:43:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Aug-15-2020 19:43:33 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |INJECTION

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Aug-15-2020 19:43:33 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/15/2020 14:55

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Aug-15-2020 19:43:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
Aug-15-2020 19:43:33 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of LEFT

Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1231

Subject No: 12311352

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 16:45

7. Route:

Date L ocation User Value Reason
Aug-15-2020 19:43:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-15-2020 19:43:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED OBS

Buenos Aires ERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Aug-15-2020 19:43:33 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES

Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1231

Subject No: 12311352

Form Version: 06-Jul-2020 21:53

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 16:45

Back to Form

1. Select appropriate response - Reactogenicity diary collection

(UTC-03:00) City of
Buenos Aires

Date L ocation User Value Reason
Aug-15-2020 19:43:39 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry

YES - REACTOGENICITY E-D
IARY COLLECTED FOR THIS
SUBJECT
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352

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 By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Oct-19-2020 03:58:59 ACVOPFEINFP6000 |P@®®@ Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Oct-16-2020 10:59:58 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered The COVID-19

(UTC-03:00) City of symptoms records

Buenos Aires on the ediary on
31AUG2020 are
considered to belong
to the same episode
reported on
21AUG2020. Thank
you.

Oct-03-2020 07:21:39 ACVOPFEINFPE000 | () (@), (b) (6) Query 1: Opened As per lliness ediary

(UTC-03:00) City of records, subject

Buenos Aires reported "Yes' for
the question "Have
you experienced any
of the following?’
for the COVID-19
symptoms or
diagnosis on
31AUG2020. But
thereisno COVID
IlIness visit reported
in the database.
Please clarify.

Sep-04-2020 17:28:53 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Sep/4/2020

Buenos Aires
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - 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 16:45

Back to Form

1. Were medicationsto treat fever/pain given on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-10-2020 14:07:17 ACVOPFEINFP6000 |(®) (4. (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of YES
Buenos Aires Ongoing?
NO
Stop Date:
Aug/23/2020
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Ongoing?
NO
Stop Date:
Sep/4/2020
2a
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptom:: FE
Buenos Aires VE
R
Werefever or systemicsy N
mptoms present on thelas O
t day the Subject Diary wa
scompleted?:
2.a Symptom:
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of FEVER
Buenos Aires
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

2b

Date L ocation User Value Reason
Sep-10-2020 14:01:34 ACVOPFEINFP6000 | (0) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Symptom:: FATIGUE

Buenos Aires Werefever or syste YES
mic symptoms prese  Ongoing
nt on thelast day th ?
e Subject Diary was
completed?: NO
Stop
Date:
Au
a2
2/2
020
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptom:: FATIGU
Buenos Aires E

Werefever or syste  YES
mic symptomsprese  Ongoin
nt on thelast day the g?
Subject Diary wasc
ompleted?: NO

Stop
Date

p/4
/20
20
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Header Text: C4591001
Visit: V2_VAX2 L

SiteNo: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45
2.b Symptom:
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of FATIGUE
Buenos Aires
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-10-2020 14:01:34 ACVOPFEINFP6000 | (®) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of YES
Buenos Aires Ongoing?
NO
Stop Date:
Aug/22/2020
Sep-04-2020 17:29:28 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Ongoing?
NO
Stop Date:
Sep/4/2020
2c
Date L ocation User Value Reason
Sep-10-2020 14:01:06 ACVOPFEINFP6000 | (®) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Symptom:: HEADA
Buenos Aires CHE
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311352

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - 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 16:45
Werefever or syste YES
mic symptoms prese  Ongoing
nt onthelast dayth ?
e Subject Diary was
completed?: NO
Stop
Date:
Au
a/2
2/2
020
Sep-04-2020 17:29:28 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptom:: HE
Buenos Aires AD
AC
HE
Werefever or systemics NO
ymptoms present on thel
ast day the Subject Diary
was completed?:
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311352

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - 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 16:45

2.c Symptom:

Date L ocation User Value Reason

Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of HEADACHE

Buenos Aires

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason

Sep-17-2020 15:25:54 ACVOPFEINFPE000 |@@®® Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Sep-17-2020 13:09:01 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Answered Theinformation is

(UTC-03:00) City of correct, headacheis

Buenos Aires reported inthe e
dairy

Sep-10-2020 18:17:29 ACVOPFEINFPE000 |®@®® Query 1: Reissued:Opened e-Diary: Per eDiary

(UTC-03:00) City of records,

Buenos Aires HEADACHE is
reported on Last day
however; the last
day in Informis
entered as'No' for
the same. Please
verify and update.
Else, clarify.

Sep-10-2020 14:01:06 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

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

Buenos Aires

Sep-10-2020 14:01:06 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of YES

Buenos Aires Ongoing?

NO
Stop Date:
Aug/22/2020
Sep-10-2020 09:55:48 ACVOPFEINFP6000 | Sagaya Mythili Query 1: Opened e-Diary: Per eDiary
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311352

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

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

Buenos Aires HEADACHE is
reported on Last day
however; the last
day in Informis
entered as'No' for
the same. Please
verify and update.
Else, clarify.

Sep-04-2020 17:29:28 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

2d

Date L ocation User Value Reason

Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Symptom:: CH

Buenos Aires IL

LS
Werefever or systemicsy NO
mptoms present on the las
t day the Subject Diary w
ascompleted?:

2.d Symptom:

Date L ocation User Value Reason

Sep-04-2020 17:29:28 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of CHILLS

Buenos Aires

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason

Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

2e

Date L ocation User Value Reason
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30
SiteNo: 1231

Subject No: 12311352

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - 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 16:45
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptom:: VO
Buenos Aires MIT
ING
Werefever or systemic sy NO
mptoms present on the la
st day the Subject Diary
was completed?:
2.e Symptom:
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of VOMITING
Buenos Aires
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2f
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC—O3ZOO) Clty of Symptom:: DIA
Buenos Aires RR
HE
A

Werefever or systemic sy NO
mptoms present on thela

st day the Subject Diary

was completed?:
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090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311352

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45
2.f Symptom:
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of DIARRHEA
Buenos Aires
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
29
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptom:: NEW OR
Buenos Aires WORSE
NED MU
SCLE PA
IN
Werefever or syste NO
mic symptoms prese
nt on thelast day th
e Subject Diary was
completed?:
2.g Symptom:
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEW OR WORSENED MUSCL
Buenos Aires E PAIN
2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires
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Header Text: C4591001
Visit: V2_VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
2.h
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptom:: NEW OR
Buenos Aires WORSE
NED JOI
NT PAIN

Werefever or sysse  NO

mic symptoms prese

nt on the last day the

Subject Diary wasc

ompleted?:
2.h Symptom:
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEW OR WORSENED JOINT P
Buenos Aires AIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
3. Injection Site Location:
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
4. Injection Site Body Side:
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of LEFT
Buenos Aires
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311352

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45
5.a
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Injection Site Reaction:: RE
Buenos Aires DN
ESS

Wereinjection sitereacti NO

onspresent on thelast da

y the Subject Diary wasc

ompleted?:
5.alnjection Site Reaction:
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of REDNESS
Buenos Aires
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
5b
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Injection Site Reaction:: SW
Buenos Aires ELL

ING

Wereinjection sitereacti NO
onspresent on thelast d

ay the Subject Diary was
completed?:
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311352
Generated By: (b)

(4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

5.b Injection Site Reaction:

Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of SWELLING
Buenos Aires
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
5.c
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Injection Site Reactio PAIN A
Buenos Aires n: T INJE
CTION
SITE

Wereinjection siterea NO

ctions present on thel

ast day the Subject Di

ary was completed?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of PAIN AT INJECTION SITE
Buenos Aires
5.c Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-04-2020 17:29:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12311352

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; ---

Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
1. Date:
Date L ocation User Value Reason
Sep-04-2020 17:29:48 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sep/4/2020
Buenos Aires
2a
Date L ocation User Value Reason
Sep-04-2020 17:29:48 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Record I dentifier: 1
Buenos Aires .
Temperature: 37.2
Temperature Unit C
TemperatureLoc ORAL CAV
ation:: ITY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-04-2020 17:29:48 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 1
Buenos Aires
2.a Temperature:
Date L ocation User Value Reason
Sep-04-2020 17:29:48 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 37.2
Buenos Aires
2.a Unit:
Date L ocation User Value Reason
Sep-04-2020 17:29:48 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of C
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Header Text: C4591001
Visit: V2_VAX2 L

SiteNo: 1231

Subject No: 12311352

Form Version: 21-Aug-2020 02:51

Generated By: (b) (4)

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 16:45

2.a Temperature Location:

Date L ocation User Value Reason
Sep-04-2020 17:29:48 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of ORAL CAVITY

Buenos Aires
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352

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 16:45
Back to Form
1. Lab Panel:
Date L ocation User Value Reason
Sep-04-2020 17:29:56 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |URINALYSIS
Buenos Aires
2. Lab Sub-Panel:
Date L ocation User Value Reason
Sep-04-2020 17:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | PREGNANCY
Buenos Aires
3. Collection Date:
Date L ocation User Value Reason
Sep-04-2020 17:29:56 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sep/4/2020
Buenos Aires
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Sep-04-2020 17:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | STUDY SITE
Buenos Aires
5. Specimen Type:
Date L ocation User Value Reason
Sep-04-2020 17:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
Buenos Aires
6.a
Date L ocation User Value Reason
Sep-04-2020 17:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)
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Visit: V2_VAX2 L

SiteNo: 1231

Header Text: C4591001

Subject No: 12311352

Form Version: 30-Jul-2020 21:27

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: ---

(UTC-03:00) City of

Choriogonadotropin Beta PX113

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Buenos Aires Sponsor -Define 113

d Identifier:

Test:: Choriogonadotrop

in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor |1D:
Date L ocation User Value Reason
Sep-04-2020 17:29:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Sep-04-2020 17:29:56 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

Buenos Aires

Buenos Aires

6.a Result:

Date L ocation User Value Reason
Sep-04-2020 17:29:56 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEGATIVE

*** Confidential***
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-04-2020 17:30:04 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Sep-04-2020 17:30:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Sep-07-2020 09:39:18 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Sep-07-2020 05:15:38 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened ‘Sample Collected?

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

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

Sep-04-2020 17:30:04 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?

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

Buenos Aires barcodes are

entered. Please
review and correct

as appropriate.
Sep-04-2020 17:30:04 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES

Buenos Aires

Date of Collection:

Sep/4/2020

5a
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Header Text: C4591001
Visit: V2_VAX2 L

SiteNo: 1231

Subject No: 12311352

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

(UTC-03:00) City of

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Date L ocation User Value Reason
Sep-07-2020 09:39:18 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry

Sample | D: BP27BW

*** Confidential***

Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Sep-07-2020 09:39:18 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of BP27BW
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: 12311352

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 16:45

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-04-2020 17:30:18 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason
Sep-04-2020 17:30:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Sep-04-2020 17:30:18 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |INJECTION

Buenos Aires

4, Dose Date Time:

Date L ocation User Value Reason
Sep-04-2020 17:30:18 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sep/4/2020 16:20

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Sep-04-2020 17:30:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
Sep-04-2020 17:30:18 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of LEFT

Buenos Aires
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Header Text: C4591001

Visit: V2_VAX2 L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

7. Route:

Date L ocation User Value Reason

Sep-04-2020 17:30:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-04-2020 17:30:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED OBS

Buenos Aires ERVATION PERIOD

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

Date L ocation User Value Reason
Sep-04-2020 17:30:18 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES

Buenos Aires
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-19-2020 03:57:32 ACVOPFEINFP6000 |P®@®© Query 2: Closed Data updated per
(UTC-03:00) City of query

Buenos Aires

Oct-16-2020 16:13:54 ACVOPFEINFP6000 |®@®@ Query 2: Answered form compl eted.
(UTC-03:00) City of thank you
Buenos Aires

Oct-14-2020 07:57:21 ACVOPFEINFPG000 | () (4). (b) (6) Query 2: Opened Illness eDiary:
(UTC-03:00) City of Subject reported
Buenos Aires "Yes' for the

question "Have you
experienced any of
the following?’ for
the COVID-19
symptoms or
diagnosison
080CT2020. But
thereisno COVID
IlIness visit reported

in the database.
Please clarify.
Oct-10-2020 09:26:22 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Oct-09-2020 20:59:34 ACVOPFEINFP6000 | (b) (4), (b) (6) |Query 1: Answered EOT formis
(UTC-03:00) City of completed
Buenos Aires
Oct-05-2020 08:41:13 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Opened DM: Kindly

(UTC-03:00) City of

consider to update

Buenos Aires missing EQT visit
or else clarify.
Thank you.

Oct-02-2020 19:01:42 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Oct/2/2020
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---

Generated By:

(b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

1. Were medicationsto treat fever/pain given on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |@@®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2a
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Symptom:: FE
Buenos Aires VE
R

Werefever or systemic symp NO

toms present on the last day

the Subject Diary was compl

eted?:
2.a Symptom:
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of FEVER
Buenos Aires
2.aWere fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2b
Date L ocation User Value Reason
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Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - eCRF Audit Trail History

SiteNo: 1231

Subject No: 12311352

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 16:45
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@-®@© Data Entry: Initial Entry
(UTC-03:00) City of Symptom:: FAT
Buenos Aires IG
UE

Werefever or systemicsym NO

ptoms present on thelast da

y the Subject Diary was com

pleted?:
2.b Symptom:
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of FATIGUE
Buenos Aires
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.c
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |@@®® Data Entry: Initial Entry
(UTC-03:00) City of Symptom:: HEA
Buenos Aires DA

CHE

Werefever or systemic sym NO
ptoms present on thelast d

ay the Subject Diary was co
mpleted?:
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

2.c Symptom:

Date L ocation User Value Reason

Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry

(UTC-03:00) City of HEADACHE

Buenos Aires

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2d
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |@@®® Data Entry: Initial Entry
(UTC-03:00) City of Symptom:: CH
Buenos Aires IL

LS

Werefever or systemic symp NO
toms present on the last day

the Subject Diary was compl
eted?:
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Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
SiteNo: 1231

Subject No: 12311352

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - 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 16:45
2.d Symptom:
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of CHILLS
Buenos Aires
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.e
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |@@®® Data Entry: Initial Entry
(UTC-03:00) City of Symptom:: VO
Buenos Aires MIT
ING
Werefever or systemic sym NO

ptoms present on thelast d
ay the Subject Diary was co
mpleted?:
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

2.e Symptom:

Date L ocation User Value Reason

Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry

(UTC-03:00) City of VOMITING

Buenos Aires

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2f
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |@@®® Data Entry: Initial Entry
(UTC-03:00) City of Symptom:: DIA
Buenos Aires RR

HE

A

Werefever or systemic sym NO
ptoms present on thelast d

ay the Subject Diary was co
mpleted?:
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Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
SiteNo: 1231

Subject No: 12311352

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

2.f Symptom:

Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of DIARRHEA

Buenos Aires

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.9
Date L ocation User Value Reason
Oct-02-2020 19_:02:03 ACVOPFEINFPG000 |®@®@ Data Entry: Initial Entry
(UTC-03:00) City of Symptom:: NEW OR
Buenos Aires WORSEN

ED MUSC

LE PAIN

Werefever or systemi NO
€ symptoms present o

n thelast day the Sub

ject Diary was comple
ted?:
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

2.9 Symptom:

Date L ocation User Value Reason

Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry

(UTC-03:00) City of NEW OR WORSENED MUSCLE

Buenos Aires PAIN

2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.h
Date L ocation User Value Reason
Oct-02-2020 19_:02:03 ACVOPFEINFPG000 |®@®@ Data Entry: Initial Entry
(UTC-03:00) City of Symptom:: NEW OR
Buenos Aires WORSE

NED JOI

NT PAIN

Werefever or systemi NO
€ symptoms present o

n thelast day the Subj

ect Diary was complet
ed?:
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2_ L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311352

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - 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 16:45
2.h Symptom:
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of NEW OR WORSENED JOINT PAI
Buenos Aires N
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
3. Injection Site Location:
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
4. Injection Site Body Side:
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of LEFT
Buenos Aires
5.a
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@-®© Data Entry: Initial Entry
(UTC-03:00) City of Injection Site Reaction::  RE
Buenos Aires DN
ESS

Wereinjection sitereactions NO

present on thelast day the S

ubject Diary was completed

?:
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Header Text: C4591001

SiteNo: 1231

Subject No: 12311352
Generated By:

Visit: V3 MONTH1_POSTVAX2_ L

Form Version: 30-Jul-2020 21:30

(b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - 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 16:45

5.alnjection Site Reaction:

*** Confidential***

FDA-CBER-2021-5683-0860896

Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of REDNESS
Buenos Aires
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
5.b
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |@@®® Data Entry: Initial Entry
(UTC-03:00) City of Injection Site Reaction::  SWE
Buenos Aires LLI
NG

Wereinjection sitereaction NO

spresent on thelast day th

e Subject Diary was compl

eted?:
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2_ L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - 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 16:45

5.b Injection Site Reaction:

Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of SWELLING
Buenos Aires
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
5.c
Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |@@®® Data Entry: Initial Entry
(UTC-03:00) City of Injection Site Reaction:: PAIN A
Buenos Aires T INJE

CTION

SITE

Wereinjection sitereact NO
ions present on the last

day the Subject Diary w

as completed?:
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Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

5.c Injection Site Reaction:

Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

PAIN AT INJECTION SITE

5.c Wereinjection site reactions present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Oct-02-2020 19:02:03 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires

Page 333 of 588

*** Confidential***

FDA-CBER-2021-5683-0860898




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45
Back to Form
1. Data Origin
Date Location User Value Reason
Oct-02-2020 16:29:09 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Oct-02-2020 16:29:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Oct-02-2020 16:29:20 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-02-2020 16:29:09 ACVOPFEINFP6000 |autoquery | Query 1: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Oct-02-2020 16:29:09 ACVOPFEINFPE000 |® @ ®® Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Oct/2/2020
5a
Date L ocation User Value Reason
Oct-02-2020 16:29:20 ACVOPFEINFPE000 |®@-®® Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BLBYOV
Buenos Aires
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45
5.a SampleID
Date L ocation User Value Reason
Oct-02-2020 16:29:20 ACVOPFEINFP6000 |® @ ®1© Data Entry: Initial Entry
(UTC-03:00) City of BLBYOV
Buenos Aires
5b
Date L ocation User Value Reason
Oct-02-2020 17:51:59 ACVOPFEINFPG000 |®@:®® Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BLBYOD
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Oct-02-2020 17:51:59 ACVOPFEINFPG000 |®@:-®® Data Entry: Initial Entry
(UTC-03:00) City of BLBYOD
Buenos Aires
5.c
Date L ocation User Value Reason
Oct-05-2020 13:22:00 ACVOPFEINFPE000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BPXHHT
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Oct-05-2020 13:22:00 ACVOPFEINFPE000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of BPXHHT
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Aug/22/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-19-2020 13:16:12 ACVOPFEINFPE000 |®@:®)® Data Entry: Transcription Error

(UTC-03:00) City of Aug/22/2020

Buenos Aires

Sep-02-2020 21:27:37 ACVOPFEINFP6000 | Rupal N Shah | Query 4: Closed Response satisfies

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

Buenos Aires

Sep-01-2020 10:02:24 ACVOPFEINFPE000 |®@®® Query 9: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Aug-31-2020 16:31:25 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 9: Answered The swab could not

(UTC-03:00) City of be performed since

Buenos Aires the subject was
hospitalized. Thank
you.

Aug-31-2020 16:18:33 ACVOPFEINFPE000 |®@®® Query 9: Opened Date of Visitis

(UTC-03:00) City of completed but Date

Buenos Aires of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Aug-31-2020 14:40:28 ACVOPFEINFP6000 | auto query Query 7: Deleted Close Auto Query

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

Buenos Aires

Aug-31-2020 14:34:37 ACVOPFEINFP6000 | auto query Query 8: Deleted Close Auto Query

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

Buenos Aires

Aug-31-2020 13:56:48 ACVOPFEINFP6000 | auto query Query 9: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
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Header Text: C4591001

Aug/22/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 22-Apr-2020 21:03

Form Status. Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
review and update as
appropriate.
Aug-31-2020 13:56:48 ACVOPFEINFP6000 | auto query Query 6: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-31-2020 13:46:34 ACVOPFEINFPE000 |(b) (4). (b) (6) Query 4: Answered Data upload was
(UTC-03:00) City of done by mistake. We
Buenos Aires have aready
proceeded to make
the appropriate edits.
Thank you
Aug-31-2020 11:38:48 ACVOPFEINFP6000 | auto query Query 8: Candidate Erroneous Visit is
(UTC-03:00) City of (autoquery) marked, but date of
Buenos Aires visitis entered.
Please check whether
other assessments are
performed at this
visit.
Aug-31-2020 11:35:55 ACVOPFEINFP6000 | auto query Query 7: Candidate Date of Visitis
(UTC-03:00) City of (autoquery) completed but Date
Buenos Aires of Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as
appropriate.
Aug-31-2020 11:34:26 ACVOPFEINFP6000 | auto query Query 6: Candidate Date of Visitis
(UTC-03:00) City of (autoquery) completed but Date
Buenos Aires of Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.
Aug-31-2020 11:34:26 ACVOPFEINFP6000 | auto query Query 5: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-28-2020 18:52:55 ACVOPFEINFP6000 | auto query Query 5: Candidate Date of Visitis
(UTC-03:00) City of (autoquery) completed but Date
Buenos Aires of Collection in both
Nasal Swab Self and
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Aug/22/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45
Nasal Swab are
missing. Please
review and update as
appropriate.
Aug-27-2020 13:52:24 ACVOPFEINFP6000 | Rupal N Shah | Query 4: Opened ClinQuery: Per the
(UTC-03:00) City of (b) (4) CCG, section 8.26,
Buenos Aires SELF-Swab, COVID
test and ILL POTEN
forms are required to
be completed, please
review and update as
appropriate.
Aug-26-2020 11:36:15 ACVOPFEINFPE000 |®@@®® Query 3: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Aug-25-2020 21:16:59 ACVOPFEINFP6000 | Mabel Berrueta | Query 3: Answered Sample was not
(UTC-03:00) City of (b) (4) collected because the
Buenos Aires subject required
hospitalization.
Aug-24-2020 14:12:33 ACVOPFEINFP6000 |®@®-®® Query 3: Opened Date of Visitis
(UTC-03:00) City of completed but Date
Buenos Aires of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.
Aug-24-2020 13:44:32 ACVOPFEINFP6000 | auto query Query 3: Candidate Date of Visitis
(UTC-03:00) City of (autoquery) completed but Date
Buenos Aires of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.
Aug-24-2020 11:09:10 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-24-2020 11:08:22 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Aug/22/2020

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: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires

Aug-24-2020 11:06:51 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as
appropriate.

Aug-24-2020 11:06:51 ACVOPFEINFPE000 | auto query Query 1: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires

of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as

appropriate.
Aug-24-2020 11:06:51 ACVOPFEINFPG000 | (b) (@), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Aug/21/2020
Buenos Aires
2. Erroneous Visit
Date L ocation User Value Reason

Aug-31-2020 14:34:37
(UTC-03:00) City of

ACVOPFEINFP6000

) @), () (6) Data Entry:

Transcription Error

Buenos Aires

Aug-31-2020 11:38:48 ACVOPFEINFP6000 |(b)(4). () (6) | Data Entry: Initial Entry
(UTC-03:00) City of ERRONEOUSVISIT

Buenos Aires

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Oct-08-2020 15:14:06

ACVOPFEINFP6000

(B)@: () | Query 1: Closed

CRA noticed that

(UTC-03:00) City of Covid visit dated
Buenos Aires 01Sep2020 was
already included.

Sep-26-2020 22:59:07
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) @), (b) (6) | Query 1: Opened

CRA: According
medical note, a
Covid Visit was
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

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

Subject No: 12311352
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 16:45

performed on
01Sep2020. Please
verify and include
accordingly. Thanks.

Aug-24-2020 11:06:51 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) COVID_A
Buenos Aires
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Header Text: C4591001

Aug/22/2020

SiteNo: 1231

Subject No: 12311352
Generated By:

Form Version: 21-Aug-2020 02:52

(b) (4)

Audit Trail History
Form Status. Data Complete, Frozen, Not Compl ete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials:

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

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Assessment:

*** Confidential***

Date L ocation User Value Reason
Nov-19-2020 13:16:34 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-19-2020 13:16:34 ACVOPFEINFPE000 |® @ ®E Data Entry: Transcription Error
(UTC-03:00) City of Aug/22/2020
Buenos Aires
Nov-19-2020 13:16:12 ACVOPFEINFP6000 | auto query Query 1: Opened Date of assessment is
(UTC-03:00) City of (autoquery) not same as Date
Buenos Aires Visit. Please check
and correct.

Aug-31-2020 14:40:28 ACVOPFEINFPE000 |® @ ®)E Data Entry: Initial Entry
(UTC-03:00) City of Aug/21/2020
Buenos Aires
Aug-31-2020 11:35:55 ACVOPFEINFP6000 |()(4).(b)(6) |DataEntry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 11:08:22 ACVOPFEINFPE000 | () (4). (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Aug/21/2020
Buenos Aires
2. Date of First Symptom Started:
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/20/2020
Buenos Aires
Aug-31-2020 11:36:14 ACVOPFEINFP6000 |(®) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 13:40:53 ACVOPFEINFPE000 | Mabel Berrueta | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Aug/20/2020
Buenos Aires
Aug-24-2020 11:08:22 ACVOPFEINFPE000 | () (4). (b) (6) Data Entry: Initial Entry
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Header Text: C4591001

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

Aug/22/2020
Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12311352

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
(UTC-03:00) City of RAEHIE Aug/18/2020
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Oct-19-2020 13:47:13 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Oct-19-2020 09:29:32 ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-19-2020 09:29:32 ACVOPFEINFP6000 |®®:®® Data Entry: New Information
(UTC-03:00) City of NO
Buenos Aires Date of Last Symptom Resolved
Sep/7/2020
Oct-18-2020 14.06:02 ACVOPFEINFPG000 |@®®@® Query 2: Opened Per chart comment
(UTC-03:00) City of dated 90ct20 the
Buenos Aires event ended on
7Sep2020. Please
review chart and
update if necessary
Sep-24-2020 13:23:48 ACVOPFEINFPG000 |®@-®© Data Entry: Transcription Error
(UTC-03:00) City of NO
Buenos Aires Date of Last Symptom Resolved
Aug/29/2020
Sep-21-2020 13:58:35 ACVOPFEINFPE000 |®@-®© Data Entry: New Information
(UTC-03:00) City of NO
Buenos Aires Date of Last Symptom Resolved
Aug/28/2020
Aug-31-2020 16:29:31 ACVOPFEINFPE000 |®@:®® Query 1: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Aug-31-2020 15:54:17 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered At thetime of the
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Header Text: C4591001

Aug/22/2020

SiteNo: 1231

Subject No: 12311352
Generated By:

Form Version: 21-Aug-2020 02:52

(b) (4)

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

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

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

(UTC-03:00) City of
Buenos Aires

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

evaluation the
symptoms
continued, that is
why the answer was
yes.

Aug-31-2020 15:16:47
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 1: Reissued:Opened

According the
medical chart, the
symptomsis NOT
onging, end date was
23aug2020, please
verify and correct

*** Confidential***

Aug-31-2020 14:40:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires

Aug-31-2020 11:36:25 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

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

Buenos Aires

Aug-31-2020 11:36:25 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of

Buenos Aires

Aug-26-2020 15:42:23 ACVOPFEINFPE000 |®@:®® Query 1: Opened according the source

(UTC-03:00) City of data, symptomsis

Buenos Aires not ongoing, end
date 23Aug2020,
please verify and
correct

Aug-24-2020 11:08:22 ACVOPFEINFPE000 |(b) (4. (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires

4a

Date L ocation User Value Reason

Aug-31-2020 14:40:28 ACVOPFEINFPE000 |® @ ® @ Data Entry: Initial Entry

(UTC-03:00) City of Symptoms: FEVER

Buenos Aires Symptom Present: YES

Aug-31-2020 11:36:40 ACVOPFEINFP6000 |(b)(4). (b) (6) | DataEntry: Transcription Error

(UTC-03:00) City of Symptoms: FEVER

Buenos Aires Symptom Present:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Aug-24-2020 11:08:22 ACVOPFEINFP6000 |(®) (4. () |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: FEVER
Buenos Aires Symptom Present: YES
4.a Symptoms:
Date L ocation User Value Reason
Aug-24-2020 11:08:22 ACVOPFEINFP6000 |®) 4. (®) () |DataEntry: Initial Entry
(UTC-03:00) City of FEVER
Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFP6000 |®®-®© Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
Aug-31-2020 11:36:40 ACVOPFEINFPE000 |(0) (4). (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 11:08:22 ACVOPFEINFPE000 |(®) @), (b)(6) | Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4b
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: NEW OR INCREA
Buenos Aires SED COUGH

Symptom YES

Present:
Aug-31-2020 11:36:55 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Symptoms: NEW OR INCREA
Buenos Aires SED COUGH

Symptom

Present:
Aug-24-2020 13:41:58 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Symptoms. NEW OR INCREA
Buenos Aires
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Header Text: C4591001

Aug/22/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 21-Aug-2020 02:52

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
SED COUGH

Symptom YES

Present:
Aug-24-2020 11:08:22 ACVOPFEINFPE000 | () (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: NEW OR INCREA
Buenos Aires SED COUGH

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Aug-24-2020 11:08:22 ACVOPFEINFPE000 |(0)(@4). (b)(6) | Data Entry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED COUGH
Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
Aug-31-2020 11:36:55 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 13:41:58 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) YES
Buenos Aires
Aug-24-2020 11:08:22 ACVOPFEINFP6000 | () (4). (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4c
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFP6000 |®®-®® Data Entry: Initial Entry
(UTC-03:00) City of Sympto NEW OR INCREASED
Buenos Aires ms: SHORTNESS OF BRE

ATH
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Sympto NO

m Prese

nt:
Aug-31-2020 11:37:03 ACVOPFEINFP6000 |(b)(4). (b) (6) | DataEntry: Transcription Error
(UTC—OS:QO) City of Sympto NEW OR INCREASED
Buenos Aires ms: SHORTNESS OF BRE

ATH

Sympto

m Prese

nt:
Aug-24-2020 11:08:22 ACVOPFEINFPE000 |(®) @), (b)(6) | Data Entry: Initial Entry
(UTC-OS:QO) City of Sympto NEW OR INCREASED
Buenos Aires ms: SHORTNESS OF BRE

ATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Aug-24-2020 11:08:22 ACVOPFEINFP6000 |®) (4. (®) () |DataEntry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED SHORTN
Buenos Aires ESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFP6000 |®®-®6 Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Aug-31-2020 11:37:03 ACVOPFEINFPE000 |() (4). (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 11:08:22 ACVOPFEINFP6000 |®)#.(®) () |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4d
Date L ocation User Value Reason
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Header Text: C4591001

Aug/22/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 21-Aug-2020 02:52

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Aug-31-2020 14:40:28 ACVOPFEINFPE000 |®@:®)® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: CHILLS
Buenos Aires Symptom Present: NO
Aug-31-2020 11:37:11 ACVOPFEINFPE000 |(0) (4). (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of Symptoms: CHILLS
Buenos Aires Symptom Present:
Aug-24-2020 11:08:31 ACVOPFEINFP6000 |() (@), () (6) | DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: CHILLS
Buenos Aires Symptom Present: NO
Aug-24-2020 11:08:22 ACVOPFEINFPE000 |(B) (@), (b)(6) | Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: CHILLS
Buenos Aires Symptom Present:
4.d Symptoms:
Date L ocation User Value Reason
Aug-24-2020 11:08:22 ACVOPFEINFPE000 |(b) (4. (b)(6) | Data Entry: Initial Entry
(UTC-03:00) City of CHILLS
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFPE000 |® @ ®© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Aug-31-2020 11:37:11 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 11:08:31 ACVOPFEINFPE000 |(B) (4. (b)) | Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4e
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFPE000 |® @ ®© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms NEW OR INCREASE
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Buenos Aires (b) (4), (b) (6) | - D MUSCLE PAIN
Symptom YES
Present:
Aug-31-2020 11:37:19 ACVOPFEINFPE000 |(0) (4). (b) (6) | Data Entry: Transcription Error

(UTC-03:00) City of

Symptoms NEW OR INCREASE

Buenos Aires D MUSCLE PAIN

Symptom

Present:
Aug-24-2020 11:08:22 ACVOPFEINFP6000 | () 4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Symptoms NEW OR INCREASE
Buenos Aires : D MUSCLE PAIN

Symptom YES

Present:
4.e Symptoms:
Date L ocation User Value Reason
Aug-24-2020 11:08:22 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED MUSCLE
Buenos Aires PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFP6000 |®®-®© Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
Aug-31-2020 11:37:19 ACVOPFEINFPE000 |(0) (4). (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 11:08:22 ACVOPFEINFP6000 | () (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4f
Date L ocation User Value Reason
Aug-31-2020 14:41:26 ACVOPFEINFP6000 |®®-®© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms NEW LOSS OF TAS
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

: TE OR SMELL

Symptom NO

Present:
Aug-31-2020 11:37:33 ACVOPFEINFPE000 |(0) (4). (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of Symptoms NEW LOSS OF TAS
Buenos Aires ; TE OR SMELL

Symptom

Present:
Aug-24-2020 11:08:22 ACVOPFEINFPE000 |(B) (@), (b)(6) | Data Entry: Initial Entry
(UTC-03:00) City of Symptoms NEW LOSS OF TAS
Buenos Aires ; TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Aug-24-2020 11:08:22 ACVOPFEINFP6000 |() (4. (b)(6) | DataEntry: Initial Entry
(UTC-03:00) City of NEW LOSS OF TASTE OR SMEL
Buenos Aires L
4.f Was symptom present?
Date L ocation User Value Reason
Aug-31-2020 14:41:26 ACVOPFEINFP6000 |®®-®© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Aug-31-2020 11:37:33 ACVOPFEINFPE000 |(0) (4). (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 11:08:22 ACVOPFEINFP6000 |() (4. () (6) | DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
449
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFP6000 |®®-®© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms NEW OR INCREASE
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
D SORE THROAT

Symptom NO

Present:
Aug-31-2020 11:37:43 ACVOPFEINFPE000 |(0) (4). (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of Symptoms NEW OR INCREASE
Buenos Aires : D SORE THROAT

Symptom

Present:
Aug-24-2020 11:08:22 ACVOPFEINFPE000 |(B) (@), (b)(6) | Data Entry: Initial Entry
(UTC-03:00) City of Symptoms NEW OR INCREASE
Buenos Aires : D SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Aug-24-2020 11:08:22 ACVOPFEINFP6000 |() (4. (b)(6) | DataEntry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED SORE TH
Buenos Aires ROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFP6000 |®®-®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
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Header Text: C4591001

Aug/22/2020

SiteNo: 1231

Subject No: 12311352
Generated By:

Form Version: 21-Aug-2020 02:52

(b) (4)

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

4.9 Was symptom present?

Buenos Aires

Symptom Present: NO

Date L ocation User Value Reason
Aug-31-2020 11:37:43 ACVOPFEINFPE000 |() (). (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Aug-24-2020 11:08:22 ACVOPFEINFPG000 |(0)(4). ()6 |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

4.h

Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFP6000 |®®-®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: DIARRHEA

Aug-31-2020 11:37:53
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

(b) (@), (b) 6) | Data Entry:
Symptoms:

Symptom Present:

DIARRHEA

Transcription Error

Aug-24-2020 11.08:22
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) @), (b) 6) | DataEntry:
Symptoms: DIARRHEA

Symptom Present: NO

Initial Entry

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

4.h Symptoms:

Date L ocation User Value Reason
Aug-24-2020 11:08:22 ACVOPFEINFP6000 |(b) (4, () (6) | DataEntry: Initial Entry
(UTC-03:00) City of DIARRHEA

Buenos Aires

4.h Was symptom present?

Date L ocation User Value Reason
Aug-31-2020 14:40:28 ACVOPFEINFPE000 |®@:®)® Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

Aug-31-2020 11:37:53 ACVOPFEINFP6000 |(b)(4). (b) (6) | DataEntry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Aug-24-2020 11:08:22 ACVOPFEINFP6000 |() (4, () (6) | DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

4.

Date L ocation User Value Reason
Nov-22-2020 11:45:58 ACVOPFEINFPE000 |®@:®)© Data Entry: Transcription Error
(UTC-03:00) City of Symptoms: VOMITING

Buenos Aires Symptom Present: YES

Aug-31-2020 14:40:28 | ACVOPFEINFPE000 @@ ® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: VOMITING

Buenos Aires

Symptom Present: NO

Aug-31-2020 11:38:02 ACVOPFEINFP6000 |(b)(4).(b)(6) |DataEntry: Transcription Error
(UTC—OS:QO) City of Symptoms: VOMITING

Buenos Aires Symptom Present:

Aug-24-2020 11:08:22 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: VOMITING

Buenos Aires

Symptom Present: NO
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Header Text: C4591001

Aug/22/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 21-Aug-2020 02:52

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
4.i Symptoms:
Date L ocation User Value Reason
Aug-24-2020 11:08:22 ACVOPFEINFP6000 |(b) (4, () (6) | DataEntry: Initial Entry
(UTC-03:00) City of VOMITING
Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 11:45:58 ACVOPFEINFPE000 |®@:®)® Data Entry: Transcription Error
(UTC-03:00) City of YES
Buenos Aires
Aug-31-2020 14:40:28 ACVOPFEINFPE000 |®@:®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Aug-31-2020 11:38:02 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 11:08:22 ACVOPFEINFP6000 |(b) (4, (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
5.a
Date L ocation User Value Reason
Aug-31-2020 14:41:14 ACVOPFEINFPE000 |®@:®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms - Other: Fatigue
Buenos Aires
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Aug-31-2020 14:41:14 ACVOPFEINFPE000 |®@:®© Data Entry: Initial Entry
(UTC-03:00) City of Fatigue
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trall

Aug/22/2020

Form Version: 06-Jul-2020 21:54 Form Status:

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Date L ocation User Value Reason

Aug-31-2020 14:44:02 ACVOPFEINFPE000 |® @: ©)© Form Undeleted Transcription

(UTC-03:00) City of Error

Buenos Aires

Aug-31-2020 11:35:20 ACVOPFEINFPE000 ((b) (4), (b) (6) | Form Deleted Transcription

(UTC-03:00) City of Error

Buenos Aires

Aug-24-2020 11:12:36 ACVOPFEINFPG000 |(®) @). (b) 6) | Form Created

(UTC-03:00) City of

Buenos Aires

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail

Aug/22/2020

Form Version: 06-Jul-2020 21:54 Form Status:

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Date L ocation User Value Reason

Nov-04-2020 09:31:54 ACVOPFEINFP6000 |(b) (4), (b) (6) | Form Created
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/22/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Aug-31-2020 15:17:09 ACVOPFEINFP6000 |(b) (4), (b) (6) |[Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Aug-31-2020 14:47:39 ACVOPFEINFPE000 | auto query Query 1: Answered Initial Entry

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

Buenos Aires

Aug-31-2020 14:47:39 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Aug/22/2020

Buenos Aires

Aug-28-2020 14:05:48 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened please verify the

(UTC-03:00) City of medical chart and

Buenos Aires complete the

information, thank
you

Aug-24-2020 21:05:41 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Transcription Error

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

Buenos Aires

Aug-24-2020 11:12:36 ACVOPFEINFPE000 |(®) (4). (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of Aug/21/2020

Buenos Aires

2. Specimen Type:

Date L ocation User Value |Reason

Nov-04-2020 | ACVOPFEINFP6000 ERWE) Query | Response satisfies query

11:03:55 1: Clo

(UTC-03:00) sed

City of

Buenos Aires

Nov-03-2020 | ACVOPFEINFP6000 Adolfo Gonzalez Query | original valueis correct,

19:08:30 (b) (4) 1: An | this specimen was taken

(UTC-03:00) swere | by physicians outside the

City of d protocol dueto the

Buenos Aires private seek of

assessment from the
subject, therefore the
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
Aug/22/2020
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: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
specimen typeis
unknown
Nov-03-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5246280; Specimen
16:20:32 (b) (4) 1: Op | Typeisnot expected to
(UTC-03:00) ened | be Unknown or Not
City of Applicable. Please
Buenos Aires review and update
appropriately or clarify
Aug-31-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initial Entry
14:45:10 Entr
(UTC-03:00) M
City of Unkn
Buenos Aires own
Aug-24-2020 | ACVOPFEINFP6000 Mabel Berrueta Data | Transcription Error
13:42:35 (b) (4) Entry
(UTC-03:00) .
City of
Buenos Aires
Aug-24-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry
11:12:36 Entr
(UTC-03:00) :
City of SWA
Buenos Aires BBE
D MA
TERI
AL
3. Specimen Collection Location:
Date L ocation User Value | Reason
Nov-04-2020 | ACVOPFEINFP6000 [REHE) Query | Response satisfies query
11:04:05 1: Clo
(UTC-03:00) sed
City of
Buenos Aires
Nov-03-2020 | ACVOPFEINFP6000 Adolfo Gonzalez Query |origina valueis correct,
19:08:52 (b) (4) 1: An | this specimen was taken
(UTC-03:00) swere | by physicians outside the
City of d protocol due to the
Buenos Aires private seek of
assessment from the
subject, therefore the
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/22/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352

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 16:45
specimen collection
location is unknown
Nov-03-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5246741;Specimen
16:20:02 (b) (4) 1: Op | Collection Locationis
(UTC-03:00) ened | not expected to be
City of Unknown or Not
Buenos Aires Applicable. Please
review and update
appropriately or clarify
Aug-31-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initial Entry
14:47:49 Entr
(UTC-03:00) :
City of Unkn
Buenos Aires own
Aug-24-2020 | ACVOPFEINFP6000 Mabel Berrueta Data | Transcription Error
13:43:34 (b) (4) Entry
(UTC-03:00) :
City of
Buenos Aires
Aug-24-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data | Initial Entry
11:12:36 Entr
(UTC-03:00) M
City of NAS
Buenos Aires OPH
ARY
NX
4. Assay Code and Description:
Date L ocation User Value Reason
Aug-31-2020 14:47:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO
Buenos Aires ME CORONAVIRUS 2
Aug-24-2020 21:05:41 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Aug-24-2020 11:12:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO
Buenos Aires ME CORONAVIRUS 2
5. Device Type:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/22/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352
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 16:45

Date

L ocation

User

Value

Reason

Aug-31-2020 14:47:39
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

auto calc
(autocalc)

Data Entry:

SARS-COV-2 DIAGNOSTIC TEST

Initial Entry

Aug-24-2020 21:05:41
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

auto calc
(autocalc)

Data Entry:

Transcription Error

Aug-24-2020 11:12:36
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

auto calc
(autocalc)

Data Entry:

SARS-COV-2 DIAGNOSTIC TEST

Initial Entry

6. Trade Name:

Date

L ocation

User

Value

Reason

Nov-04-2020
11:13:11
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFPG000

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

Query 3:
Closed

Response satisfies
query

Nov-04-2020
11.04:47
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

auto query
(autoquery)

Query 3:
Answere

Answer Auto Query

Nov-04-2020
11:02:30
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFPG000

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

Query 3:
Reissued
:Opened

Please select "others'
for this data point
and also update
"NALT Unknown" in
the other specified
field, Thank you.

Nov-04-2020
11:00:25
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

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

Query 2:
Closed

Response satisfies
query

Nov-04-2020
08:41.47
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFPG000

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

Query 3:
Answere

unknown

*** Confidential***

Page 359 of 588

FDA-CBER-2021-5683-0860924




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/22/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311352

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 16:45

Nov-04-2020 | ACVOPFEINFP&000 auto query Query 3. | Trade Nameis Other,

08:40:51 (autoquery) Opened | however Trade Name

(UTC-03:00) Other, Specify isnot

City of completed. Please

Buenos Aires update.

Nov-04-2020 | ACVOPFEINFP6000 auto query Query 2: | Changed Information

08:40:51 (autoquery) Answere

(UTC-03:00) d

City of

Buenos Aires

Nov-04-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data En | Changed Information

08:40:51 try:

(UTC-03:00) OTHER

City of

Buenos Aires

Nov-04-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEn |Initia Entry

08:40:07 try:

(UTC-03:00)

City of

Buenos Aires

Nov-04-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: | DM: Asper CRF

03:37:45 Reissued | CR, if trade nameis

(UTC-03:00) :Opened | not known. Please

City of select "others' for

Buenos Aires this data point and
also update "NALT
Unknown" in the
other specified field,
Thank you.

Nov-03-2020 | ACVOPFEINFP&000 Adolfo Gonzalez Query 2: |original valueis

19:09:12 (b) (4) Answere | correct, this

(UTC-03:00) d specimen was taken

City of by physicians outside

Buenos Aires the protocol due to
the private seek of
assessment from the
subject, therefore the
trade nameis
unknown

Nov-03-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: | DMW5247305; Trade

16:19:30 (b) (4) Opened | Nameis not expected

(UTC-03:00) to be Unknown or
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Aug/22/2020

SiteNo: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54

Subject No: 12311352

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 16:45
City of Not Applicable.
Buenos Aires Please review and
update appropriately
or clarify
Sep-08-2020 | ACVOPFEINFPG000 Rupal N Shah Query 1: | Response satisfies
22:07:09 (b) (4) Closed | query
(UTC-03:00)
City of
Buenos Aires
Sep-04-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query 1. | Information is
18:13:43 Answere | unknown since the
(UTC-03:00) d swab was performed
City of in the hospital where
Buenos Aires he was admitted due
to febrile syndrome.
Thank you.
Sep-02-2020 | ACVOPFEINFPE000 Rupa N Shah Query 1. | CliQuery:
21:59:23 (b) (4) Opened | Tradename
(UTC-03:00) "unknown" is not
City of expected here, please
Buenos Aires review and update as
appropriate.
Aug-31-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEn |Initia Entry
14:48:31 try:
(UTC-03:00) Unknow
City of n
Buenos Aires
Aug-24-2020 | ACVOPFEINFP6000 Mabel Berrueta Data En | Transcription Error
13:43:49 (b) (4) try:
(UTC-03:00)
City of
Buenos Aires
Aug-24-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEn |Initia Entry
11:12:36 try:
(UTC-03:00) ATILA
City of BIOSYS
Buenos Aires TEMSI
AMPC
oVvID-1
9DETE
CTION
KIT
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/22/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352

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 16:45

7. Test Result:

Date L ocation User Value Reason
Aug-31-2020 14:47:39 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEGATIVE

Buenos Aires

Aug-24-2020 13:44:03 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4)

Buenos Aires

Aug-24-2020 11:12:36 ACVOPFEINFP6000 |(b)(4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NEGATIVE

Buenos Aires

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Nov-04-2020 11:04:47 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NALT unknown

Buenos Aires

Nov-04-2020 11:01:33 ACVOPFEINFPG000 |@@®® Query 1: Closed Response satisfies
(UTC-03:00) City of query

Buenos Aires

Nov-04-2020 11:00:45 ACVOPFEINFPG000 |@@®® Query 1: Opened Asper CRFCR, if

(UTC-03:00) City of
Buenos Aires

trade name is not
known. Please select
"others' for this data
point and also
update "NALT
Unknown" in the
other specified field,
Thank you.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/22/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Nov-04-2020 09:31:54 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Sep/1/2020
Buenos Aires
2. Specimen Type:
Date L ocation User Value Reason
Nov-04-2020 09:31:54 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of SWABBED MATERIAL
Buenos Aires
3. Specimen Collection Location:
Date L ocation User Value Reason
Nov-04-2020 09:31:54 ACVOPFEINFPE000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of NASOPHARY NX
Buenos Aires
4. Assay Code and Description:
Date L ocation User Value Reason
Nov-04-2020 09:31:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO
Buenos Aires ME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Nov-04-2020 09:31:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
Buenos Aires
6. Trade Name:
Date L ocation User Value Reason
Nov-04-2020 09:31:54 ACVOPFEINFP6000 |(b) (4). (b)(6) |DataEntry: Initial Entry
(UTC-03:00) City of ATILA BIOSYSTEMSIAMP COV
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/22/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352

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 16:45
Buenos Aires | ’ ID-19 DETECTION KIT
7. Test Result:
Date L ocation User Value Reason
Nov-04-2020 09:31:54 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of NEGATIVE
Buenos Aires
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Aug/22/2020

SiteNo: 1231

Subject No: 12311352

Header Text: C4591001
Visit; POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Version: 22-Apr-2020 21:03

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 16:45
Back to Form
1. Data Origin
Date L ocation User Value Reason
Aug-31-2020 14:49:46 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
Aug-31-2020 13:56:48 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Aug-28-2020 18:52:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Aug-31-2020 14:49:46 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF
Buenos Aires
Aug-31-2020 13:56:48 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Aug-28-2020 18:52:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Aug-31-2020 14:49:46 ACVOPFEINFPE000 |® @ @)@ Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Aug-31-2020 13:56:48 ACVOPFEINFP6000 |(b) (4).(b) (6) |Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-28-2020 18:52:55 ACVOPFEINFPE000 |®@:-®E Data Entry: Initial Entry
(UTC-03:00) City of NO
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Aug/22/2020 eCRF Audit Trail History

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires ’(b) 4). (b) (6) ’

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Aug-31-2020 14:49:46 ACVOPFEINFPE000 |®@-®)@ Data Entry: Initial Entry
(UTC-03:00) City of the subject is hospitalized.
Buenos Aires
Aug-31-2020 13:57:02 ACVOPFEINFPE000 |(b) (), (b) (6) |Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-28-2020 18:52:55 ACVOPFEINFPE000 |®@:-®E Data Entry: Initial Entry
(UTC-03:00) City of Sample collected by ateam physici
Buenos Aires an
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Aug/22/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Verified

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

Argerich
Subject Initial

S -

(UTC-03:00) City of
Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-31-2020 14:50:11 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

Aug-31-2020 11:34:26 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Aug-24-2020 11:09:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Aug-31-2020 14:50:11 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

Aug-31-2020 11:34:26 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Aug-24-2020 11:09:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Sep-08-2020 17:17:47 ACVOPFEINFP6000 |®®-®® Query 5: Closed Response satisfies

query

Sep-07-2020 11:37:32
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 5: Answered

It isthe information
we haveinthe
medical history,
based on the SISA
consultation. Thank

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Aug/22/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

you

Sep-07-2020 04:11:15
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 5: Reissued:Opened

DM1: Thank you for
the confirmation;
however asthe visit
occurred on
21Aug?20, kindly
clarify why the date
of collection
(22Aug20) isone
day after the date of
visit. Thank you.

Sep-04-2020 18:17:30
(UTC-03:00) City of

ACVOPFEINFP6000

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

Query 5: Answered

Thedateis
confirmed, the swab

Buenos Aires was performed on
August 22. Thank
you.

Sep-04-2020 18:16:16 ACVOPFEINFP6000 | auto query Query 5: Opened Date of Collection

(UTC-03:00) City of (autoquery) 22/Aug/2020 is

Buenos Aires different from Date
of Visit 21/Aug
12020. Please review
and update as
appropriate, else
clarify.

Sep-04-2020 18:16:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-03:00) City of YES

Buenos Aires Date of Collection:

Aug/22/2020

Sep-04-2020 14:44:58 ACVOPFEINFP6000 | auto query Query 5: Opened Date of Collection

(UTC-03:00) City of (autoquery) 01/Sep/2020 is

Buenos Aires different from Date
of Visit 21/Aug
12020. Please review
and update as
appropriate, else
clarify.

Sep-04-2020 14:44:58 ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Aug/22/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45
Sep-04-2020 14:44:58 ACVOPFEINFP6000 | Mariadel Pilar |DataEntry: Transcription Error
(UTC-03:00) City of Pereyra YES
Buenos Aires (b) (4) Date of Collection:
Sep/1/2020
Sep-02-2020 11:10:19 ACVOPFEINFP6000 | auto query Query 4: Opened Response to
(UTC-03:00) City of (autoquery) ""Sample Collected?"
Buenos Aires isNo, but Barcodes
are present on the
page.
Sep-01-2020 16:51:20 ACVOPFEINFP6000 | Saim Query 3: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)

Sep-01-2020 09:52:08
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 3: Answered

At the moment we
do not have that
information. Thank
you.

Aug-31-2020 20:43:46
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 3: Reissued:Opened

Clin: Please could
you be able to
clarify if you are
expecting to collect
aNasal Swab from

the subject.

Aug-31-2020 14:50:11 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

Aug-31-2020 11:34:26 ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error

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

Buenos Aires

Aug-31-2020 11:34:26 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of

Buenos Aires

Aug-28-2020 15:31:01 ACVOPFEINFP6000 | Salim Query 3: Opened Clin: It would be

(UTC-03:00) City of Bouguermouh greatly appreciated

Buenos Aires (b) (4) if every efforts could
be made to obtain a
Nasa Swab
collected (by the
subject or by a
health care worker)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Aug/22/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45
from the
hospitalized subject,
despite the
challenging
situation, and sent to
the clinical site.

Aug-25-2020 21:16:25 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires

Aug-24-2020 13:44:32 ACVOPFEINFP6000 | auto query Query 2: Opened '‘Sample Collected?

(UTC-03:00) City of (autoquery) ismarked as No and

Buenos Aires 'If no sample was
collected or sample
was not collected
according to
protocol, please
providereason' is
missing. Please
review and update as
appropriate.

Aug-24-2020 13:44:32 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-24-2020 13:44:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Transcription Error

(UTC-03:00) City of (b) (4) NO

Buenos Aires

Aug-24-2020 12:44:56 ACVOPFEINFPE000 |®@®® Query 1: Opened ‘Sample Collected?

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

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

Aug-24-2020 11:09:10 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sampl e Collected?

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

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

Aug-24-2020 11:09:10 ACVOPFEINFPE000 | () (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires Date of Collection:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Aug/22/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352
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 16:45

Aug/21/2020

4. 1f no sample was collect

ed or sample was not collected according

to protocol, please provide reason:

Date L ocation User Value Reason
Aug-31-2020 14:50:11 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of

the subject is hospitalized.

Buenos Aires
Aug-31-2020 11:34:47 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-25-2020 21:16:25 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample was not collected becaus
Buenos Aires e the subject required hospitalizat

ion.
5.a
Date L ocation User Value Reason
Sep-02-2020 11:10:19 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BP2738
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Sep-02-2020 11:10:19 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of BP2738
Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Compl ete

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

Argerich

Subject Initials: ---

Buenos Aires

LIST

Occurrence of Visits NO
or Contacts:

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

la

Date L ocation User Value Reason
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practitioner: SPECIA

Aug-31-2020 11:32:37 ACVOPFEINFP6000 |(®) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Type of Practitioner: SPECIA
Buenos Aires LIST

Occurrence of Visits

or Contacts:
Aug-24-2020 13:45:51 ACVOPFEINFPE000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Type of Practitioner: SPECIA
Buenos Aires LIST

Occurrenceof Visits NO

or Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) SPECIALIST
Buenos Aires
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Aug-31-2020 11:32:37 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NO
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Aug/22/2020

SiteNo: 1231

Subject No: 12311352

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50

Form Status. Data Complete, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Buenos Aires
1b
Date L ocation User Value Reason
Nov-22-2020 18:17:35 | ACVOPFEINFP6000 |®@-®® Data Entry: New Information
(UTC-03:00) City of Type of Practi EMERGENC
Buenos Aires tioner: Y ROOM
Occurrenceof YES
Visitsor Cont  Number of i
acts: sitsor Conta
cts:
1
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitio EMERGEN
Buenos Aires ner: CY ROOM

Occurrenceof Vi NO
sitsor Contacts:

Aug-31-2020 11:32:51
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4). (b) (6) Data Entry: Transcription Error
Type of Practitio EMERGEN
ner: CY ROOM

Occurrenceof Vi
sitsor Contacts:

*** Confidential***

Aug-24-2020 13:45:51 | ACVOPFEINFPB000 |Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Type of Practitio EMERGEN
Buenos Aires ner: CY ROOM
Occurrenceof Vi NO
sitsor Contacts:
Page 373 of 588

FDA-CBER-2021-5683-0860938




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12311352
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 16:45

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) EMERGENCY ROOM
Buenos Aires
1.b Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-22-2020 18:17:35 ACVOPFEINFPGO00Q |®@-®@ Data Entry: New Information
(UTC-03:00) City of YES
Buenos Aires Number of Visits or Contacts:

1
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Aug-31-2020 11:32:51 | ACVOPFEINFP6000 | () (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 13:45:51 | ACVOPFEINFPE000 | Mabel Berrueta | DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) NO
Buenos Aires
1c
Date L ocation User Value Reason
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC—O3:QO) City of Type of Practiti PRIMARY CA
Buenos Aires oner: RE PHY SICIA

N

Occurrenceof NO
Visitsor Conta

cts:
Aug-31-2020 11:33:02 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-O3:QO) City of Type of Practiti PRIMARY CA
Buenos Aires oner: RE PHYSICIA
N
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Occurrence of

Visitsor Conta

cts:
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Type of Practiti PRIMARY CA
Buenos Aires oner: RE PHYSICIA

N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Aug-31-2020 11:33:02 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NO
Buenos Aires
1d
Date L ocation User Value Reason
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Type of Practitioner URGENT
: CARE

Occurrenceof Visit NO
sor Contacts:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12311352
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 16:45

Aug-31-2020 11:33:13 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Type of Practitioner URGENT
Buenos Aires : CARE

Occurrence of Visit

sor Contacts:
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Typeof Practit URGENT CAR
Buenos Aires ioner: E

Occurrenceof YES

Visitsor Conta  Number of Vis

cts: its or Contact

S
1
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Aug-31-2020 11:33:13 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) YES
Buenos Aires Number of Visits or Contacts:
1
le
Date L ocation User Value Reason
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Aug/22/2020
Form Version: 21-Aug-2020 02:50 Form Status. Data Complete, Frozen, Not Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practiti TELEPHONE
Buenos Aires oner: CONSULTATI
ON
Occurrenceof NO
Visitsor Conta
cts.
Aug-31-2020 11:33:23 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Type of Practiti TELEPHONE
Buenos Aires oner: CONSULTATI
ON
Occurrence of
Visitsor Conta
cts:
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Type of Practiti TELEPHONE
Buenos Aires oner: CONSULTATI
ON
Occurrenceof NO
Visitsor Conta
cts.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12311352
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 16:45

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) TELEPHONE CONSULTATION

Buenos Aires

1.e Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

Aug-31-2020 11:33:23 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NO

Buenos Aires

1f

Date L ocation User Value Reason
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Typeof Practitioner: ~ OTH

Buenos Aires ER

Occurrenceof Visitsor NO
Contacts:

Aug-31-2020 11:33:33 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Typeof Practitioner:  OTH
Buenos Aires ER

Occurrence of Visitsor

Contacts:
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Typeof Practitioner: ~ OTH
Buenos Aires ER

Occurrenceof Visitsor NO
Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Aug/22/2020

Form Version: 21-Aug-2020 02:50 Form Status. Data Complete, Frozen, Not Complete

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason

Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry

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

Buenos Aires

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason

Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

Aug-31-2020 11:33:33 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of

Buenos Aires

Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry

(UTC-03:00) City of (b) (4) NO

Buenos Aires

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

Date L ocation User Value Reason
Sep-02-2020 21:15:36 ACVOPFEINFP6000 | Rupal N Shah | Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (4) query
Buenos Aires
Aug-31-2020 14:52:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Has the subject been in intensiv

e care due to potential COVID-

19illness?

NO
Aug-31-2020 11:32:10 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-31-2020 11:32:10 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Aug/22/2020

Form Version: 21-Aug-2020 02:50 Form Status. Data Complete, Frozen, Not Complete

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Aug-27-2020 14:05:47 ACVOPFEINFP6000 | Rupal N Shah | Query 1: Opened ClinQuery: Given

(UTC-03:00) City of (b) (4) that the answer to

Buenos Aires "has the subject been

hospitalized" isyes,
per the CCG, section

8.34.1, please
complete
Hospitalization
detailsform or else
clarify.
Aug-24-2020 13:45:51 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) YES
Buenos Aires Has the subject been in intensiv
e care due to potential COVID-
19illness?
NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Audit Trail
Aug/22/2020

Form Version: 22-Apr-2020 21:02 Form Status:

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Date L ocation User Value Reason
Aug-31-2020 14:53:58 ACVOPFEINFP6000 |® @ ®)© Form Created

(UTC-03:00) City of

Buenos Aires

Aug-31-2020 14:52:38 ACVOPFEINFP6000 (®®:®) 6 Form Undeleted Transcription
(UTC-03:00) City of Error
Buenos Aires

Aug-31-2020 11:31:30 ACVOPFEINFP6000 ((b) (4). (b) (6) | Form Deleted Transcription
(UTC-03:00) City of Error
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History
Aug/22/2020

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: 12311352 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 16:45

(b) (4)

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason

Aug-31-2020 14:53:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | HOSPITALIZATION STATUS

Buenos Aires

2. Hospitalization Term:

Date L ocation User Value Reason

Nov-30-2020 17:15:44 ACVOPFEINFP6000 | Rupa N Query 2: Closed Response satisfies

(UTC-03:00) City of Shah query

Buenos Aires (b) (4)

Nov-30-2020 11:37:16 ACVOPFEINFP6000 |(b) (4. () (6) | Query 2: Answered The subject had no

(UTC-03:00) City of probable clinical

Buenos Aires signs of severe
systemic disease at
rest during his
Covid-19 illness. The
participant
underwent laboratory
tests at the hospital,
says the results were
normal, but did not
give her epicrisis at
discharge.

Nov-29-2020 13:57:16 ACVOPFEINFP6000 | Rupa N Query 2: Opened CLIQUERY: This

(UTC-03:00) City of Shah subject was

Buenos Aires (b) (4) hospitalized. Please
enter on the CRF
form any available
information (vital
signs, pulse oxymet,
respiratory treatment,
|ab results,
imaging...). Please
make every effort to
obtain these
information

Aug-31-2020 15:15:20 ACVOPFEINFPE000 |®@:.®® Query 1: Closed Response satisfies

(UTC-03:00) City of query
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Aug/22/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352

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 16:45

Buenos Aires (b) (4), (b) (6)

Aug-31-2020 14:53:58 ACVOPFEINFP6000 |auto query | Query 1: Answered Initial Entry

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

Buenos Aires

Aug-31-2020 14:53:58 ACVOPFEINFPG000 |®@-®© Data Entry: Initial Entry

(UTC-03:00) City of HOSPITAL

Buenos Aires

Aug-26-2020 16:22:24 ACVOPFEINFPE000 |®@:®® Query 1: Opened According the source

(UTC-03:00) City of data, pte was

Buenos Aires hospitalized due to
febrile syndrome,
from 21Aug2020 to
22Aug2020, please
verify and complete

3. Admission Date:

Date L ocation User Value Reason

Aug-31-2020 14:53:58 ACVOPFEINFPE000 |® @ ®)E Data Entry: Initial Entry

(UTC-03:00) City of Aug/21/2020

Buenos Aires

4. Ongoing?

Date L ocation User Value Reason

Aug-31-2020 14:53:58 ACVOPFEINFPE000 |®@:-®)E Data Entry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires Discharge Date:

Aug/22/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Aug/22/2020

Form Version: 06-Jul-2020 21:52

Form Status. Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---

Generated By:

(b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Aug-31-2020 14:59:22 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNESS
Buenos Aires
Aug-31-2020 11:28:38 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Aug-31-2020 08:45:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNESS
Buenos Aires
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Aug-31-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed | Discrepancy has
17:08:29 Oracle been closed.
(UTC-03:00) City (b) (4)
of Buenos Aires
Aug-31-2020 ACVOPFEINFP6000 (b) (4), (b) (6) |DataEntry: Initial Entry
14:59:22 YES
(UTC-03:00) City Respiratory Il
of Buenos Aires ness Diagnosis
Flu syndrome
Date of Diagno
Sis:
Aug/22/2020
Aug-31-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Answer | The dataload
13:47:57 ed was carried out
(UTC-03:00) City by mistake, the
of Buenos Aires load of the same
does not
correspond.
Thank you.
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History
Aug/22/2020
Form Version: 06-Jul-2020 21:52 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Aug-31-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opened | Null Term:
13:08:41 Oracle Verbatim term
(UTC-03:00) City (b) (4) must not be
of Buenos Aires null/blank.
Aug-31-2020 ACVOPFEINFP6000 (b) (4), () (6) Data Entry: Transcription
11:28:38 Error
(UTC-03:00) City
of Buenos Aires
Aug-31-2020 ACVOPFEINFP6000 e @ .6 © Data Entry: Initial Entry
08:45:08 YES
(UTC-03:00) City Respiratory I
of Buenos Aires ness Diagnosis

Flu syndrome

Date of Diagno
sis:

Aug/22/2020
3. Toxicity Grade:
Date L ocation User Value Reason
Aug-31-2020 14:59:22 ACVOPFEINFPE000 |® @ ®)E Data Entry: Initial Entry
(UTC-03:00) City of 3
Buenos Aires
Aug-31-2020 11:29:59 ACVOPFEINFPE000 |(b) (4), (b)(6) | Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Aug-31-2020 08:45:08 ACVOPFEINFPE000 |®@:-®)E Data Entry: Initial Entry
(UTC-03:00) City of 3
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Audit Trail

Aug/22/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12311352

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 16:45
Back to Form
Date L ocation User Value Reason
Oct-14-2020 17:32:34 ACVOPFEINFPG000 |@ @ ®© Form Created
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Aug/22/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Oct-16-2020 13:53:28 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed Response satisfies
(UTC-03:00) City of query

Buenos Aires

Oct-16-2020 13:29:34 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-16-2020 13:29:34 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Aug/21/2020

Buenos Aires

Oct-05-2020 11:31:50
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

CRA: please record
the information yoy
jave: date, chest
Xray and resullt.
Thanks.

Oct-03-2020 17:19:30
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Answered

The subject refersto
having carried out a
chest X-ray which,
he says, was
reported as normal .
(It does not have
epicrisis). Thank you

Sep-26-2020 22:55:25 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Opened CRA: According to

(UTC-03:00) City of medical note, Chest

Buenos Aires Xray was done
during
hospitalization.
Please verify and
include accordingly.
Thanks.

2. Location of Assessment:

Date L ocation User Value Reason

Oct-14-2020 17:32:34 ACVOPFEINFP6000 |P@®®© Data Entry: Initial Entry

(UTC-03:00) City of CHEST

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History
Aug/22/2020

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

3. Type of Imaging Exam:

Date L ocation User Value Reason
Oct-14-2020 17:32:34 ACVOPFEINFPG000 |®@@® Data Entry: Initial Entry
(UTC-03:00) City of X-RAY

Buenos Aires

4. Assessment:

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Date L ocation User Value Reason
Oct-14-2020 17:32:34 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of NORMAL
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Oct/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Oct-30-2020 15:35:25
(UTC-03:00) City of

ACVOPFEINFP6000

(b) (4), (b) (6) Query 5: Closed

New query open on
Hospitalization form

Buenos Aires

Oct-30-2020 11:09:14 ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 5: Answered The form was

(UTC-03:00) City of updated to 'not

Buenos Aires applicable' level.
Thank you.

Oct-29-2020 18:14:48 ACVOPFEINFP6000 | Steven Finegan Query 5: Reissued:Opened Please review

(UTC-03:00) City of
Buenos Aires

Prod
(b) (4)

Hospitalization form
asthe date of visit on
that formis
21Aug2020 while
the date on thisform

is090ct2020
Oct-29-2020 14:52:44 ACVOPFEINFP6000 |/(b) (4), (b) (6) Query 5: Answered Not applicable
(UTC-03:00) City of comment was
Buenos Aires uploaded.Thank you

Oct-29-2020 07:00:36
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4). (b) (6) Query 5: Reissued:Opened

DM: If subject not
hospitalized, please
add form level 'Not
Applicable' comment
to Hospitalization
details form. thanks

Oct-28-2020 19:17:11
(UTC-03:00) City of

ACVOPFEINFP6000

Adolfo Gonzalez | Query 5: Answered
(b) (4)

original valueis
correct, per source

Buenos Aires the subject has not
been hospitalized

Oct-28-2020 08:47:25 ACVOPFEINFPE000 | (b) (4), (b) (6) Query 5: Opened DM: Please consider

(UTC-03:00) City of updating

Buenos Aires Hospitalization
detailsform, else
clarify.

Oct-15-2020 12:44:22 ACVOPFEINFP6000 | RominaBarrera |DataEntry: Transcription Error

(UTC-03:00) City of (b) (4) Oct/9/2020

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Oct/09/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

Oct-14-2020 12:08:32 ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of Sep/1/2020

Buenos Aires

Oct-14-2020 11:57:05 ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query

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

Buenos Aires

Oct-14-2020 11:56:32 ACVOPFEINFP6000 | RominaBarrera |DataEntry: Transcription Error

(UTC-03:00) City of (b) (4) Oct/9/2020

Buenos Aires

Oct-13-2020 12:54:03 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 4: Opened Erroneous Visit is

(UTC-03:00) City of marked, but date of

Buenos Aires visit is entered.
Please check
whether other
assessments are
performed at this
visit.

Oct-13-2020 03:25:39 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 3: Closed As per site

(UTC-03:00) City of confirmation -

Buenos Aires

updated PD tracker

Oct-12-2020 08:49:19
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 3: Answered

Changed data per
query

Oct-12-2020 08:47:20
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto query
(autoquery)

Query 4: Candidate

Erroneous Visit is
marked, but date of
visit is entered.
Please check
whether other
assessments are
performed at this
visit.

Oct-09-2020 05:03:15
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 3: Opened

PDQ : Detailsfor
either Nasal Swab
Self or Nasal Swab
expected to be
completed. Please
check and update
else clarify.

Oct-08-2020 09:42:03
(UTC-03:00) City of

ACVOPFEINFP6000

auto query
(autoquery)

Query 3: Candidate

Date of Visitis
completed but Date
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Oct/09/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

Buenos Aires

of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as

appropriate.

Oct-03-2020 17:32:50 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Oct-03-2020 17:29:38 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

Buenos Aires

Oct-03-2020 17:26:07 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as
appropriate.

Oct-03-2020 17:26:07 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires

of Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as

appropriate.

Oct-03-2020 17:26:07 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sep/1/2020
Buenos Aires
2. Erroneous Visit
Date L ocation User Value Reason
Oct-14-2020 11:57:05 ACVOPFEINFP6000 | Romina Data Entry: Transcription Error
(UTC-03:00) City of Barrera
Buenos Aires (b) (4)
Oct-12-2020 08:47:20 ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of ERRONEOQOUSVISIT
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Oct/09/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

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

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason
Oct-03-2020 17:26:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) |COVID_B
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Header Text: C4591001

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

Oct/09/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

Audit Trail History

Form Status. Data Complete, Frozen, Not Compl ete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Oct-19-2020 09:30:00 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires

Oct-19-2020 09:30:00 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: New Information

(UTC-03:00) City of Oct/9/2020

Buenos Aires

Oct-15-2020 12:44:22 ACVOPFEINFP6000 | auto query Query 2: Opened Date of assessment

(UTC-03:00) City of (autoquery) isnot same as Date

Buenos Aires Visit. Please check
and correct.

Oct-14-2020 12:08:32 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Oct-14-2020 11:56:32 ACVOPFEINFP6000 | auto query Query 1: Opened Date of assessment

(UTC-03:00) City of (autoquery) isnot same as Date

Buenos Aires Visit. Please check
and correct.

Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Sep/1/2020

Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason

Oct-19-2020 13:49:23 ACVOPFEINFPG000 |(b) (4), (b) (6) Query 1. Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Oct-19-2020 09:30:58 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

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

Buenos Aires

Oct-19-2020 09:30:58 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: New Information

(UTC-03:00) City of Oct/6/2020

Buenos Aires
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Header Text: C4591001

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

Oct/09/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311352

Audit Trail History
Form Status. Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Oct-18-2020 13:51:43 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Opened Per chart COVID B
(UTC-03:00) City of date of first
Buenos Aires symptom is
60ct2020. Please
review chart note
date 100ct20 and
update CRF if
applicable.
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/29/2020
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Nov-22-2020 18:27:41 ACVOPFEINFPE000 |®@@-®® Data Entry: New Information
(UTC-03:00) City of NO
Buenos Aires Date of Last Symptom Resolv
ed:
Oct/13/2020
Oct-19-2020 13:49:36 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Oct-19-2020 09:31:11 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-19-2020 09:31:11 ACVOPFEINFP6000 | auto query Query 1. Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-19-2020 09:31:11 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of YES
Buenos Aires
Oct-19-2020 09:30:58 ACVOPFEINFP6000 | auto query Query 2: Opened Last Symptom
(UTC-03:00) City of (autoquery) Resolved Dateis
Buenos Aires before the First
Symptom Start
Date. Please
correct.
Oct-18-2020 13:58:53 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened Per chart symptoms
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Header Text: C4591001

Oct/09/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 15-Sep-2020 21:55

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
(UTC-03:00) City of (b) (4), (b) (6) are ongoing except
Buenos Aires for sore throat.
Please review chart
and update if
necessary.
Oct-14-2020 08:22:56 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of NO
Buenos Aires Date of Last Symptom Resolv
ed:
Sep/7/2020
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.a
Date L ocation User Value Reason
Oct-19-2020 09:31:54 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: New Information
(UTC—O3ZOO) Clty of Symptoms: FEVER

(UTC-03:00) City of

Buenos Aires Symptom Present: YES

Oct-03-2020 17:29:38 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-OS:QO) City of Symptoms: FEVER

Buenos Aires Symptom Present: NO

4.a Symptoms:

Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of FEVER

Buenos Aires

4.a Was symptom present?

Date L ocation User Value Reason
Oct-19-2020 20:19:42 ACVOPFEINFP6000 | (b) (4), (b) (6) [Query 1: Closed Response satisfies

query

*** Confidential***

Buenos Aires
Oct-19-2020 09:31:54 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)
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Header Text: C4591001

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

Oct/09/2020
Form Version: 15-Sep-2020 21:55

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

SiteNo: 1231

Subject No: 12311352

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Buenos Aires
Oct-19-2020 09:31:54 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of YES
Buenos Aires
Oct-18-2020 13:53:33 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened Per chart the subject
(UTC-03:00) City of has fever 38.2
Buenos Aires please review chart

and update if

necessary
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4b
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms NEW OR INCREA
Buenos Aires : SED COUGH

Symptom YES
Present:

4.b Symptoms:
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED COUG
Buenos Aires H
4.b Was symptom present?
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.c
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of
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Header Text: C4591001

Oct/09/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 15-Sep-2020 21:55

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

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

Symptom Present: YES

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Buenos Aires Sympto NEW OR INCREASE

ms: D SHORTNESS OF B

REATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED SHORT
Buenos Aires NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4d
Date L ocation User Value Reason
Oct-19-2020 09:32:38 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of Symptoms: CHILLS
Buenos Aires

Oct-03-2020 17:29:38
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Oct/09/2020 Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status. Data Complete, Frozen, Not Complete

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

4.d Symptoms:

Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of CHILLS

Buenos Aires

4.d Was symptom present?

Date L ocation User Value Reason
Oct-19-2020 20:19:22 | ACVOPFEINFPS000 |/(b) (4), (b) (6) |Query 1: Closed Response satisfies

(UTC-03:00) City of

query

Buenos Aires
Oct-19-2020 09:32:38 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-19-2020 09:32:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of YES
Buenos Aires
Oct-18-2020 13:55:04 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened Per chart subject
(UTC-03:00) City of has chillsasa
Buenos Aires symptom for

COVID B. PLease

review chart and

update if necessary.
Oct-03-2020 17:29:38 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4e
Date L ocation User Value Reason
Nov-22-2020 11:47:45 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-OS:QO) City of Symptom NEW OR INCREA
Buenos Aires S SED MUSCLE PAI

N
Symptom YES
Present:

Oct-03-2020 17:29:38 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of

Symptom NEW OR INCREA
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Header Text: C4591001

Oct/09/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 15-Sep-2020 21:55

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Buenos Aires S SED MUSCLE PAI
N

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED MUSC
Buenos Aires LE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 11:47:45 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of YES
Buenos Aires
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
A4f
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms NEW LOSS OF TA
Buenos Aires : STE OR SMELL

Symptom NO

Present:
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Header Text: C4591001

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

Oct/09/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311352

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

4.f Symptoms:

Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEW LOSS OF TASTE OR SM

Buenos Aires ELL

4.f Was symptom present?

Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

449

Date L ocation User Value Reason

Oct-19-2020 09:32:57
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry:

Symptom NEW OR INCREA

S SED SORE THROA
T

Symptom YES
Present:

New Information

Oct-03-2020 17:29:38
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

(b) (4), (b) (6) |DataEntry:

Symptom NEW OR INCREA

S SED SORE THROA
T

Symptom NO
Present:

Initial Entry
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Header Text: C4591001

Oct/09/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 15-Sep-2020 21:55

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

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
4.9 Symptoms:
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED SORE T
Buenos Aires HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Oct-19-2020 09:32:57 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of YES
Buenos Aires
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4.h
Date L ocation User Value Reason
Nov-06-2020 17:05:32 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of Symptoms: DIARRHE
Buenos Aires A

Symptom Present YES
Oct-03-2020 17:29:38 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: DIARRHE
Buenos Aires A

Symptom Present NO
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Header Text: C4591001

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

Oct/09/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311352

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
4.h Symptoms:
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of DIARRHEA
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Nov-06-2020 17:05:32 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of YES
Buenos Aires
Oct-03-2020 17:29:38 | ACVOPFEINFP6000 |/ (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4.
Date L ocation User Value Reason
Nov-22-2020 11:47:26 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of Symptoms: VOMITIN
Buenos Aires G

Symptom Present NO
Oct-03-2020 17:29:38 | ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: VOMITIN
Buenos Aires G

Symptom Present YES
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Oct/09/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials:

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
4.i Symptoms:
Date L ocation User Value Reason
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of VOMITING
Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 11:47:26 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of NO
Buenos Aires
Oct-03-2020 17:29:38 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
5.a
Date L ocation User Value Reason
Oct-19-2020 09:33:12 ACVOPFEINFP6000 |®® ®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms - Other HEADACH
Buenos Aires : E
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Oct-19-2020 09:33:12 ACVOPFEINFP6000 |®®-®© Data Entry: Initial Entry
(UTC-03:00) City of HEADACHE
Buenos Aires
5.b
Date L ocation User Value Reason
Oct-19-2020 09:33:38 ACVOPFEINFP6000 |®@:®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms- O NASAL CONGE
Buenos Aires ther: STION
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Oct/09/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311352
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 16:45

5.b Symptoms - Other Text:

Date L ocation User Value Reason

Oct-20-2020 20:43:23 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Oct-20-2020 16:29:33 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered The symptom

(UTC-03:00) City of Fatigue has been

Buenos Aires included. Thank you

Oct-20-2020 15:39:58 ACVOPFEINFPE000 |(b) (4), (0) (6) | Query 1: Opened CRA: please verify

(UTC-03:00) City of that medical note

Buenos Aires referred as well
Fatigue. Confirm
and include
accordingly. Thanks

Oct-19-2020 09:33:38 ACVOPFEINFPE000 |® @ ®@© Data Entry: Initial Entry

(UTC-03:00) City of NASAL CONGESTION

Buenos Aires

5.c

Date L ocation User Value Reason

Oct-20-2020 16:27:25 ACVOPFEINFP6000 |P@®® Data Entry: Initial Entry

(UTC-03:00) City of Symptoms - Other: fatigue

Buenos Aires

5.¢c Symptoms - Other Text:

Date L ocation User Value Reason

Oct-20-2020 16:27:25 ACVOPFEINFP6000 |®®@®® Data Entry: Initial Entry

(UTC-03:00) City of fatigue

Buenos Aires

5.d

Date L ocation User Value Reason

Nov-15-2020 10:36:29 ACVOPFEINFPE000 |(B) (4. () () | DataEntry: Initial Entry

(UTC-03:00) City of Symptoms - Ot yellowish expecto

Buenos Aires her: ration
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Header Text: C4591001

Oct/09/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 15-Sep-2020 21:55

Generated By: (b) (4)

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

Audit Trail History

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 16:45

5.d Symptoms - Other Text:

(UTC-03:00) City of
Buenos Aires

Date L ocation User Value Reason
Nov-15-2020 10:36:29 ACVOPFEINFPE000 |(®) @4, (b)(6) | Data Entry: Initial Entry

yellowish expectoration
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail

Oct/09/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form

Date L ocation User Value Reason
Oct-03-2020 17:31:40 ACVOPFEINFP6000 | (b) (4), (b) (6) |Form Created

(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail
Oct/09/2020
Form Version: 06-Jul-2020 21:54 Form Status:
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Date L ocation User Value Reason
Nov-06-2020 17:07:38 ACVOPFEINFPE000 |?@®® Form Created
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Oct/09/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Oct-22-2020 11:52:48 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies
(UTC-03:00) City of query

Buenos Aires

Oct-22-2020 09:45:02 ACVOPFEINFP6000 | auto query Query 1. Answered Answer Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-22-2020 09:45:02
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
Oct/9/2020

New Information

Oct-22-2020 06:18:09

ACVOPFEINFP6000

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

Query 1. Reissued:Opened

Per response, page

(UTC-03:00) City of has been unfroze
Buenos Aires now. Kindly update
and confirm.
Oct-21-2020 15:01:46 ACVOPFEINFP6000 | Adolfo Gonzalez | Query 1: Answered please unfreeze the
(UTC-03:00) City of (b) (4) formto be able to
Buenos Aires update the
information
Oct-20-2020 15:41:24 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Reissued:Opened CRA: please note
(UTC-03:00) City of that for this second
Buenos Aires Covid Visit, nasal
swab was taken on
090ct.2020. Please
verify and correct.
Thanks.
Oct-20-2020 10:53:48 ACVOPFEINFPG000 |(b) (4), (b) (6) Query 1: Answered Changed data per
(UTC-03:00) City of query
Buenos Aires
Oct-19-2020 09:30:58 ACVOPFEINFP6000 | auto query Query 1. Opened Actual Date of
(UTC-03:00) City of (autoquery) Collection is more
Buenos Aires than 14 days before
Date of First
Symptom Started on
the Signs and
Symptoms formin
the same visit.
Please review and
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Oct/09/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352

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 16:45

update as

appropriate.
Oct-03-2020 17:31:40 ACVOPFEINFPE000 |/ (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Sep/1/2020
Buenos Aires
2. Specimen Type:
Date L ocation User Value Reason
Oct-03-2020 17:31:40 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of SWABBED MATERIAL
Buenos Aires
3. Specimen Collection Location:
Date L ocation User Value Reason
Oct-03-2020 17:31:40 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NASOPHARY NX
Buenos Aires
4. Assay Code and Description:
Date L ocation User Value Reason
Oct-03-2020 17:31:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO
Buenos Aires ME CORONAVIRUS 2
5. Device Type:
Date Location User Value Reason
Oct-03-2020 17:31:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
Buenos Aires
6. Trade Name:
Date L ocation User Value Reason
Oct-03-2020 17:31:40 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

ATILA BIOSYSTEMSIAMPC

OVID-19 DETECTION KIT

7. Test Result:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Oct/09/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352

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 16:45

Date L ocation User Value Reason
Oct-03-2020 17:31:40 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEGATIVE

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Oct/09/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Nov-06-2020 17:07:38 ACVOPFEINFPE000 |P@®® Data Entry: Initial Entry
(UTC-03:00) City of Nov/3/2020

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Nov-06-2020 17:07:38 ACVOPFEINFPE000 |P®®@®© Data Entry: Initial Entry
(UTC-03:00) City of SWABBED MATERIAL

Buenos Aires

3. Specimen Collection Location:

Date L ocation User Value Reason
Nov-06-2020 17:07:38 ACVOPFEINFP6000 |®®®@® Data Entry: Initial Entry
(UTC-03:00) City of NASOPHARY NX

Buenos Aires

4. Assay Code and Description:

Date L ocation User Value Reason
Nov-06-2020 17:07:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO

Buenos Aires ME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason
Nov-06-2020 17:07:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TEST

Buenos Aires

6. Trade Name:

Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Oct/09/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352

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 16:45

Nov-06-2020 17:07:38 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of OTHER

Buenos Aires

7. Test Result:

Date L ocation User Value Reason
Nov-06-2020 17:07:38 ACVOPFEINFP6000 |®®®@® Data Entry: Initial Entry
(UTC-03:00) City of NEGATIVE

Buenos Aires

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Nov-06-2020 17:07:38 ACVOPFEINFPG00Q |P®®® Data Entry: Initial Entry
(UTC-03:00) City of unknown

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Oct/09/2020

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: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-03-2020 17:32:28 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Oct-03-2020 17:32:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Oct-03-2020 17:32:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason

Oct-03-2020 17:37:18 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Oct-03-2020 17:37:18 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-03:00) City of Sample collected by ateam phy

Buenos Aires sician

Oct-03-2020 17:32:28 ACVOPFEINFP6000 | auto query Query 1: Opened Entered text has

(UTC-03:00) City of (autoquery) either a carriage

Buenos Aires return (line break)
or extra spaces at
the end of the text or
between words.
Please correct by
removing al datain
thefield and
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Oct/09/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352
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 16:45

re-enter without
adding extra spaces
or using enter or tab

keys.
Oct-03-2020 17:32:28 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sample collected by ateam phy
Buenos Aires sician
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Header Text: C4591001

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

Oct/09/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason
Oct-03-2020 17:32:50 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Oct-03-2020 17:32:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Oct-24-2020 07:44:47
(UTC-03:00) City of

ACVOPFEINFP6000

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

Query 9: Closed

thisissueis not there
inLIMS 15 anymore

Buenos Aires
Oct-23-2020 18:20:09 ACVOPFEINFP6000 |®@-®® Query 9: Answered The barcode and
(UTC-03:00) City of date are correct for
Buenos Aires the subject
Oct-22-2020 15:21:57 ACVOPFEINFP6000 |®@®®® Query 9: Reissued:Opened Please submit a SCF
(UTC-03:00) City of and connect with
Buenos Aires Pfizer vRD to update
the dataiin lab.
®) @, 6) 6)

Oct-22-2020 09:44:06
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Query 9: Answered

Original valueis
correct

Oct-21-2020 12:58:12
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 9: Reissued:Opened

If original valueis
correct, please
submit a SCF and
connect with Pfizer
VRD to update the
datain lab.

Oct-21-2020 11:21:51
(UTC-03:00) City of

ACVOPFEINFPG000

RominaBarrera

(b) (4)

Query 9: Answered

Original valueis
correct
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Header Text: C4591001

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

Oct/09/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

Generated By:

(b) (4)

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 16:45

Buenos Aires

Oct-21-2020 10:16:37
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 9: Reissued:Opened

DM: Sample was
collected on
090ct2020 in inform
however per lab
sample was collected
on 01Sep2020.
Please submit a SCF
and connect with
Pfizer VRD to
update the datain
lab.

Oct-20-2020 09:04:36
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 9: Answered

Please unfreeze
'‘COVID TEST fidd
to update the data to
90ct2020. Thank
you.

Oct-19-2020 16:58:14 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 9: Opened LIMS Query: If

(UTC-03:00) City of sample was collected

Buenos Aires on 090ct2020 please
submit a SCF to
update the datain
lab because as per
lab sample was
collected on
01Sep2020. Please
check update as
appropriate.

Oct-19-2020 09:31:11 ACVOPFEINFP6000 | auto query Query 7: Closed Close Auto Query

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

Buenos Aires

Oct-15-2020 12:44:22 ACVOPFEINFP6000 | auto query Query 8: Closed Close Auto Query

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

Buenos Aires

Oct-15-2020 12:32:42 ACVOPFEINFP6000 | auto query Query 8: Opened Date of Collection

(UTC-03:00) City of (autoquery) 09/0Oct/2020 is

Buenos Aires

different from Date
of Visit 01/Sep
/2020. Please review
and update as
appropriate, else
clarify.
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Header Text: C4591001

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

Oct/09/2020

Form Version: 22-Apr-2020 21:03

Audit Trail History

Form Status. Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Oct-15-2020 12:32:42 ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of YES

Buenos Aires Date of Collection:
Oct/9/2020
Oct-15-2020 12:31:39 ACVOPFEINFP6000 | auto query Query 8: Opened Date of Collection
(UTC-03:00) City of (autoquery) 14/Oct/2020 is
Buenos Aires different from Date
of Visit 01/Sep
/2020. Please review
and update as
appropriate, else
clarify.
Oct-15-2020 12:31:39 ACVOPFEINFP6000 | auto query Query 7: Opened Date of Collectionis
(UTC-03:00) City of (autoquery) more than 4 days
Buenos Aires after Date of Last
Symptom Resolved
on the Signs and
Symptomsformin
the same visit.
Please review and
update as
appropriate.
Oct-15-2020 12:31:39 ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of YES

Buenos Aires Date of Collection:

Oct/14/2020
Oct-14-2020 12:09:28 ACVOPFEINFP6000 | auto query Query 6: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-14-2020 12:09:28 ACVOPFEINFP6000 | auto query Query 5: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-14-2020 12:09:28 ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of YES

Buenos Aires Date of Collection:

Sep/1/2020
Oct-14-2020 12:08:32 ACVOPFEINFP6000 | auto query Query 6: Opened Date of Collection
(UTC-03:00) City of (autoquery) 09/0ct/2020 is
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Header Text: C4591001

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

Oct/09/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

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 16:45

Buenos Aires

different from Date
of Visit 01/Sep
/2020. Please review
and update as
appropriate, else
clarify.

Oct-14-2020 11:56:32 ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-14-2020 08:22:56 ACVOPFEINFP6000 | auto query Query 5: Opened Date of Collectionis
(UTC-03:00) City of (autoquery) more than 4 days
Buenos Aires after Date of Last
Symptom Resolved
on the Signs and
Symptoms formin
the same visit.
Please review and
update as
appropriate.
Oct-13-2020 10:00:46 ACVOPFEINFP6000 | auto query Query 4: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-13-2020 10:00:15 ACVOPFEINFP6000 | auto query Query 4: Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Oct-13-2020 10:00:15 ACVOPFEINFP6000 | auto query Query 3: Opened Date of Collection
(UTC-03:00) City of (autoquery) 09/0ct/2020 is
Buenos Aires different from Date
of Visit 01/Sep
/2020. Please review
and update as
appropriate, else
clarify.
Oct-13-2020 10:00:15 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of YES

Buenos Aires

Date of Collection:

Oct/9/2020
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Header Text: C4591001

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

Oct/09/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

Oct-10-2020 09:26:01 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies
(UTC-03:00) City of query

Buenos Aires

Oct-10-2020 09:25:44 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Closed Response satisfies

(UTC-03:00) City of
Buenos Aires

query

Oct-09-2020 10:17:59
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Answered

Answer Auto Query

Oct-09-2020 01:59:54
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 2: Reissued:Opened

DM: Thank you for
the response.
However, as per the
siteresponse if "visit
was NA and sample
was not collected"
then update 'lf no
sample was collected
or sample was not
collected according
to protocol, please
provide reason'. Else
clarify.

Oct-08-2020 09:42:52 ACVOPFEINFP6000 | RominaBarrera | Query 2: Answered Visit was not
(UTC-03:00) City of (b) (4) applicable. No
Buenos Aires sample was
collected.
Oct-08-2020 09:42:03 ACVOPFEINFP6000 | auto query Query 2: Opened 'Sample Collected?
(UTC-03:00) City of (autoquery) is marked as No and
Buenos Aires 'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update as
appropriate.
Oct-08-2020 09:42:03 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Oct/09/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352
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 16:45

Oct-08-2020 09:42:03 ACVOPFEINFP6000 | RominaBarrera |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) NO

Buenos Aires

Oct-07-2020 15:38:12 ACVOPFEINFPE000 |®@®@® Query 1: Reissued:Opened Response does not
(UTC-03:00) City of satisfy query
Buenos Aires

Oct-06-2020 05:48:29 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1. Reissued:Candidate Response does not
(UTC-03:00) City of satisfy query

Buenos Aires

Oct-05-2020 10:25:16

ACVOPFEINFP6000

Romina Barrera

Query 1: Answered

POT COVID ILL 2

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

Buenos Aires APPLICABLE YET.

Oct-04-2020 03:46:48 ACVOPFEINFPE000 |(b) (4). (b) (6) Query 1: Opened 'Sample Collected?

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

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

Oct-03-2020 17:32:50 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?

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

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

Oct-03-2020 17:32:50 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires Date of Collection:

Sep/1/2020

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason

Oct-13-2020 10:18:55 ACVOPFEINFP6000 |®@:-®6 Data Entry: Transcription Error

(UTC-03:00) City of

Buenos Aires

Oct-09-2020 10:17:59 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry

(UTC-03:00) City of Barrera Sample was not collected because
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Header Text: C4591001

Oct/09/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_ILL 2 - Unscheduled Visit on 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 16:45
Buenos Aires (b) (4) COVID ILL CRF not applicable f

or the subject
5a
Date L ocation User Value Reason
Oct-13-2020 10:00:46 ACVOPFEINFP6000 |®@:-® 6 Data Entry: Initial Entry
(UTC-03:00) City of Sample | D: BPXJTV
Buenos Aires
5.aSampleD
Date L ocation User Value Reason
Oct-13-2020 10:00:46 ACVOPFEINFPE000 |®®@ &)@ Data Entry: Initial Entry
(UTC-03:00) City of BPXJTV
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/09/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Compl ete

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

Argerich

Subject Initials: ---

(UTC-03:00) City of
Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
la
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practitioner: SPECIA
Buenos Aires LIST

Occurrenceof Visits NO

or Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of SPECIALIST
Buenos Aires
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Oct-22-2020 09:47:03 ACVOPFEINFPGE000 | (b) (4), (b) (6) Query 1: Closed resolved

Oct-21-2020 15:30:57
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Adolfo Gonzaez
(b) (4)

Query 1: Answered

the attention at
nephrologist is due
to the UTI, it isnot
related to covid

Oct-20-2020 16:11:07
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

CRA: please note; if
attention to
nephrologist is not
related to Covid,
Lumbal pain event
or UTI should be
documented as an
AE and answer here
could be No. If
consult was related
to apossible Covid
symptom, answer
hereisto beyes.
Thanks.
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Oct/09/2020

SiteNo: 1231

Subject No: 12311352
Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53

(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 16:45

Oct-19-2020 10:01:23
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1. Answered

In the medical
evolution of
100ct2020 it refers
to the fact that the
subject did not
require the use of
health systems for
COVID B. Thank
you.

Occurrenceof YES
Visitsor Cont  Number of Vi

Oct-18-2020 14:00:33 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened Per chart subject

(UTC-03:00) City of visits neprhologist

Buenos Aires on 28Sep2020.
Please review chart
and update if
necessary.

Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

1b

Date L ocation User Value Reason

Nov-16-2020 09:44:51 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information

(UTC-03:00) City of Type of Practit EMERGENCY

Buenos Aires ioner: ROOM

Occurrenceof Vi NO
sitsor Contacts:

acts: sitsor Contac
ts:
1
Oct-03-2020 17:35:58 | ACVOPFEINFPG000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practitio EMERGEN
Buenos Aires ner: CY ROOM
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/09/2020

Form Version: 15-Sep-2020 21:53

Form Status. Data Complete, Frozen, Not Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---

Generated By:

(b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EMERGENCY ROOM

Buenos Aires

1.b Occurrence of Visitsor Contacts:

Date L ocation User Value Reason
Nov-16-2020 09:44:51 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: New Information
(UTC-03:00) City of YES

Buenos Aires Number of Visits or Contacts:
1
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1.c
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practiti PRIMARY CA
Buenos Aires oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: C4591001

Oct/09/2020

SiteNo: 1231

Subject No: 12311352
Generated By:

Form Version: 15-Sep-2020 21:53

(b) (4)

Form Status. Data Complete, Frozen, Not Complete

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

1.c Physician or Healthcare Professional:

(UTC-03:00) City of

Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1d
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practitione URGENT
Buenos Aires r: CARE

Occurrenceof Visit NO

sor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
le
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/09/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Complete

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Buenos Aires Type of Practit TELEPHONE

ioner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of TELEPHONE CONSULTATIO
Buenos Aires N
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1f
Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Typeof Practitioner:  OTH
Buenos Aires ER

Occurrenceof Visitsor NO

Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/09/2020

Form Version: 15-Sep-2020 21:53 Form Status. Data Complete, Frozen, Not Complete

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason

Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of OTHER

Buenos Aires

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason

Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

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

Date L ocation User Value Reason
Oct-03-2020 17:35:58 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Audit Trail
Oct/09/2020

Form Version: 22-Apr-2020 21:02 Form Status:

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason

Oct-30-2020 16:32:15 ACVOPFEINFP6000 |(b) (4), (b) (6) Form Deleted Transcription
(UTC-03:00) City of Error
Buenos Aires

Oct-29-2020 13:13:02 ACVOPFEINFP6000 |(b) (4), (b) (6) Form Created
(UTC-03:00) City of
Buenos Aires

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)
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Oct/09/2020

SiteNo: 1231

Subject No: 12311352
Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02

(b) (4)

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Hospitalization Category:

Buenos Aires

Date L ocation User Value Reason

Oct-30-2020 17:50:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) Not Applicable

Buenos Aires

Oct-30-2020 16:30:19 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error

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

Buenos Aires

Oct-30-2020 15:37:59 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Query re-issued for

(UTC-03:00) City of clarity

Buenos Aires

Oct-30-2020 12:02:14 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) HOSPITALIZATION STATUS

Buenos Aires

Oct-30-2020 12:01:06 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

Buenos Aires

Oct-30-2020 11:08:33 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) Not Applicable

Buenos Aires

Oct-30-2020 11:07:58 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error

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

Buenos Aires

Oct-29-2020 18:16:33 ACVOPFEINFP6000 | Steven Finegan | Query 1: Opened Please review this

(UTC-03:00) City of Prod form asthe

Buenos Aires (b) (4) Admission Dateis
listed as 21Aug2020
whilethe DOV ILL
dateislisted as
090ct2020

Oct-29-2020 13:13:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) HOSPITALIZATION STATUS

2. Hospitalization Term:
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Date Location User Value Reason
Oct-30-2020 17:50:36 ACVOPFEINFP6000 |®®:®)®) Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable

Buenos Aires

Oct-30-2020 16:30:19 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Oct-30-2020 12:02:14 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of HOSPITAL

Buenos Aires

Oct-30-2020 12:01:06 ACVOPFEINFP6000 | () (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Oct-30-2020 11:08:33 ACVOPFEINFP6000 |®® ®®) Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable

Buenos Aires

Oct-30-2020 11:07:58 ACVOPFEINFP6000 |®®-®© Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Oct-29-2020 13:13:02 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of HOSPITAL

Buenos Aires

3. Admission Date:

Date L ocation User Value Reason
Oct-30-2020 17:50:36 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable

Buenos Aires

Oct-30-2020 16:38:07 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1. Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Oct-30-2020 16:00:16 ACVOPFEINFP6000 | auto query Query 1. Answered not applicable
(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-30-2020 16:00:16 ACVOPFEINFP6000 | Tatiana Estrada Data Entry: not applicable
(UTC-03:00) City of (b) (4)

Buenos Aires

Oct-30-2020 15:39:05 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened DM: Pleasereview

(UTC-03:00) City of
Buenos Aires

dates. This appears
to be hospitalization
datafor COVID A
visit. If subject was
not hospitalized for
COVID B illness
this form should be
changed to form
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level comment of
Not Applicable.
Oct-30-2020 12:02:14 ACVOPFEINFPE000 | (b) (4), (b) () Data Entry: Initial Entry
(UTC-03:00) City of Aug/21/2020
Buenos Aires
Oct-30-2020 12:01:06 ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Oct-30-2020 11:08:33 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Not Applicable
Buenos Aires
Oct-30-2020 11:08:16 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Oct-29-2020 13:13:02 ACVOPFEINFPE000 | (b) (4). (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Aug/21/2020
Buenos Aires
4. Ongoing?
Date L ocation User Value Reason
Oct-30-2020 17:50:36 ACVOPFEINFPE000 |®@:-®® Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable
Buenos Aires
Oct-30-2020 16:30:34 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Oct-30-2020 12:02:14 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires Discharge Date:
Aug/22/2020
Oct-30-2020 12:01:06 ACVOPFEINFPE000 | (b) (4). (b) () Data Entry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Oct-30-2020 11:08:33 ACVOPFEINFP6000 |®®-®6 Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable
Buenos Aires
Oct-30-2020 11:08:08 ACVOPFEINFPE000 |® @ ®© Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Oct-29-2020 13:13:02 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires Discharge Date:
Aug/22/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Oct/09/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Oct-14-2020 11:06:18 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNESS
Buenos Aires
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Oct-14-2020 11:06:18 ACVOPFEINFP6000 |®®:®®) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
3. Toxicity Grade:
Date L ocation User Value Reason
Oct-14-2020 11:06:18 ACVOPFEINFP6000 |®@:®®) Data Entry: Initial Entry
(UTC-03:00) City of 2
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Nov/18/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-25-2020 08:15:18 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Closed Form updated as Not

(UTC-03:00) City of Applicable.

Buenos Aires

Nov-24-2020 08:43:41 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 3: Answered The form was

(UTC-03:00) City of completed. Thank

Buenos Aires you

Nov-23-2020 10:00:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Opened DM: Kindly review

(UTC-03:00) City of and complete

Buenos Aires ‘Hospitalization
Detailsform' at this
visit. Thank you.

Nov-22-2020 18:41:52 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Nov-22-2020 18:35:48 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

Buenos Aires

Nov-22-2020 18:34:41 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as
appropriate.

Nov-22-2020 18:34:41 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Nov-22-2020 18:34:41 | ACVOPFEINFP6000 |®©@®® Data Entry: Initial Entry

(UTC-03:00) City of Nov/18/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Nov/18/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

Buenos Aires

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

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason
Nov-22-2020 18:34:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) |COVID_C
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Nov/18/2020

SiteNo: 1231

Subject No: 12311352
Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Form Version: 10-Oct-2020 16:02

(b) (4)

Audit Trail History

Form Status. Data Complete, Frozen, Not Compl ete

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Assessment:

*** Confidential***

Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPG000 |@@®® Data Entry: Initial Entry
(UTC-03:00) City of Nov/18/2020
Buenos Aires
2. Date of First Symptom Started:
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of Nov/12/2020
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Jan-21-2021 05:26:46 ACVOPFEINFPE000 ||(b) (4), (b) (6) Query 1: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Jan-20-2021 10:39:56 ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-03:00) City of (autoquery) Information
Buenos Aires
Jan-20-2021 10:39:56 ACVOPFEINFP6000 | Santiago Data Entry: Changed
(UTC-03:00) City of Corradetti NO Information
Buenos Aires (b) (4) Date of Last Symptom Resolv
ed:
Nov/24/2020
Jan-19-2021 10:25:17 ACVOPFEINFPE000 |®) @), () (6) Query 1: Opened DM: Next visit
(UTC-03:00) City of should be entered
Buenos Aires only if all the
symptoms at this
visit resolved. If
resolved, please
review and update
the date of last
symptom resolved
as appropriate. If
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Nov/18/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

Audit Trail History

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 16:45

not, please move
details from next
visit into this visit.

Thank you.
Nov-22-2020 18:35:48 | ACVOPFEINFP6000 |®@®© Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4a
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: FEVER
Buenos Aires Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of FEVER
Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4b
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms NEW OR INCREA
Buenos Aires : SED COUGH
Symptom YES
Present:
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 10-Oct-2020 16:02

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status. Data Complete, Frozen, Not 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 16:45
4.b Symptoms:
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED COUG
Buenos Aires H
4.b Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.c
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Sympto NEW OR INCREASE
Buenos Aires ms: D SHORTNESS OF B
REATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFP6000 |®@-®@© Data Entry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED SHORT
Buenos Aires NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4d
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Nov/18/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1231

Subject No: 12311352

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Nov-22-2020 18:35:48 | ACVOPFEINFPG000 |P®®@ Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: CHILLS
Buenos Aires Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFP6000 |®@®© Data Entry: Initial Entry
(UTC-03:00) City of CHILLS
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4e
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Symptom NEW OR INCREAS
Buenos Aires s ED MUSCLE PAIN

Symptom YES

Present:
4.e Symptoms:
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED MUSC
Buenos Aires LE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 10-Oct-2020 16:02

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status. Data Complete, Frozen, Not 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 16:45
4f
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms NEW LOSS OF TA
Buenos Aires : STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NEW LOSS OF TASTE OR SM
Buenos Aires ELL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
49
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFP6000 |®®-®® Data Entry: Initial Entry
(UTC-O3:QO) City of Symptom NEW OR INCREAS
Buenos Aires S ED SORE THROAT

Symptom YES

Present:
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Nov/18/2020

Form Version: 10-Oct-2020 16:02

Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
4.9 Symptoms:
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED SORE
Buenos Aires THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.h
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: DIARRHE
Buenos Aires A
Symptom Present YES

4.h Symptoms:
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFP6000 |®®-®® Data Entry: Initial Entry
(UTC-03:00) City of DIARRHEA
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 10-Oct-2020 16:02

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Not 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 16:45
Buenos Aires (b) (4), (b) (6) | Symptoms: VOMITIN
G
Symptom Present NO
4.i Symptoms:
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFP6000 |®@-®@© Data Entry: Initial Entry
(UTC-03:00) City of VOMITING
Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 18:35:48 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
5.a
Date L ocation User Value Reason
Nov-22-2020 18:36:54 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms - Oth nasal congesti
Buenos Aires er: on
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Nov-22-2020 18:36:54 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of nasal congestion
Buenos Aires
5b
Date L ocation User Value Reason
Nov-22-2020 18:37:05 ACVOPFEINFP6000 |®@-®@© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms - Other: headache
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Nov/18/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1231

Subject No: 12311352
Generated By: (b)

(4)

Audit Trail History

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 16:45

5.b Symptoms - Other Text:

Date L ocation User Value Reason
Nov-22-2020 18:37:05 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of headache
Buenos Aires
5.c
Date L ocation User Value Reason
Nov-22-2020 18:37:16 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms - Other: asthenia
Buenos Aires
5.c Symptoms - Other Text:
Date L ocation User Value Reason
Nov-22-2020 18:37:16 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of asthenia
Buenos Aires
5.d
Date L ocation User Value Reason
Nov-22-2020 18:37:42 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms - Other: rhinitis
Buenos Aires
5.d Symptoms - Other Text:
Date L ocation User Value Reason
Nov-22-2020 18:37:42 ACVOPFEINFPE000 |®®-®® Data Entry: Initial Entry
(UTC-03:00) City of rhinitis
Buenos Aires
5e
Date L ocation User Value Reason
Nov-22-2020 18:37:59 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms - Oth right chest pa
Buenos Aires er: in
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352
Generated By: (b)

Form Version: 10-Oct-2020 16:02

(4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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 16:45

5.e Symptoms - Other Text:

(UTC-03:00) City of
Buenos Aires

Date L ocation User Value Reason
Nov-22-2020 18:37:59 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry

right chest pain

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail
Nov/18/2020

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status:
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Date L ocation User Value Reason
Nov-22-2020 18:41:01 ACVOPFEINFP6000 (?@-®® Form Created
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Nov/18/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Nov-22-2020 18:41:01 ACVOPFEINFP6000 |®@-®@© Data Entry: Initial Entry
(UTC-03:00) City of Nov/18/2020
Buenos Aires
2. Specimen Type:
Date L ocation User Value Reason
Nov-22-2020 18:41:01 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of SWABBED MATERIAL
Buenos Aires
3. Specimen Collection Location:
Date L ocation User Value Reason
Nov-22-2020 18:41:01 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NASOPHARY NX
Buenos Aires
4. Assay Code and Description:
Date L ocation User Value Reason
Nov-22-2020 18:41:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO
Buenos Aires ME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Nov-22-2020 18:41:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
Buenos Aires
6. Trade Name:
Date L ocation User Value Reason
Nov-22-2020 18:41:01 ACVOPFEINFPE000 |®®-®® Data Entry: Initial Entry
(UTC-03:00) City of ATILA BIOSYSTEMSIAMPC
Buenos Aires OVID-19 DETECTION KIT
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Nov/18/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352

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 16:45
7. Test Result:
Date L ocation User Value Reason
Nov-22-2020 18:41:01 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of NEGATIVE
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Nov/18/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45
Back to Form
1. Data Origin
Date L ocation User Value Reason
Nov-22-2020 18:41:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Nov-22-2020 18:41:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Nov-22-2020 18:41:42 ACVOPFEINFP6000 |®@-®@© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Nov-22-2020 18:41:42 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of sample collected by team physici
Buenos Aires an
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Header Text: C4591001

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

Nov/18/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-22-2020 18:41:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Nov-22-2020 18:41:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Nov-24-2020 08:24:45 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Nov-23-2020 08:33:56 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Opened ‘Sample Collected?

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

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

Nov-22-2020 18:41:52 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?

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

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

Nov-22-2020 18:41:52 | ACVOPFEINFP6000 |®@®© Data Entry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires Date of Collection:

Nov/18/2020
5.a
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_ILL 3 - Unscheduled Visit on 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: ---

(UTC-03:00) City of

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Date L ocation User Value Reason
Nov-24-2020 08:24:45 ACVOPFEINFPE000 | @ ®E Data Entry: Initial Entry

Sample ID: BPW858

*** Confidential***

Buenos Aires
5.aSample|D
Date L ocation User Value Reason
Nov-24-2020 08:24:45 ACVOPFEINFP6000 |®@:®®© Data Entry: Initial Entry
(UTC-03:00) City of BPW858
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/18/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1231

Subject No: 12311352

Form Status. Data Complete, Frozen, Not Compl ete

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

Argerich
Subject Initials: ---

Occurrenceof YES

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

la

Date L ocation User Value Reason
Nov-30-2020 08:14:34 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of Typeof Practi SPECIALIST

Buenos Aires tioner:

Visitsor Cont  Number of Vi
acts: sitsor Conta
cts:
1

Nov-22-2020 18:42:08 | ACVOPFEINFP6000 |®®®@® Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitioner: SPECIA
Buenos Aires LIST

Occurrence of Visits NO

or Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFP6000 |®@®@ Data Entry: Initial Entry
(UTC-03:00) City of SPECIALIST
Buenos Aires
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-30-2020 08:14:34 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of YES
Buenos Aires Number of Visits or Contacts:

1

Nov-22-2020 18:42:08 | ACVOPFEINFP6000 |®@®© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1b
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Nov/18/2020
Form Version: 10-Oct-2020 15:59 Form Status. Data Complete, Frozen, Not Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Date L ocation User Value Reason
Nov-24-2020 14:47:47 | ACVOPFEINFP6000 ||(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Type of Practi EMERGENC
Buenos Aires tioner: Y ROOM
Occurrenceof YES
Visitsor Cont  Number of
acts: sitsor Conta
cts:
2
Nov-22-2020 18:42:08 | ACVOPFEINFP6000 |®®®© Data Entry: Initial Entry
(UTC-03:00) City of Typeof Practi EMERGENC
Buenos Aires tioner: Y ROOM
Occurrenceof YES
Visitsor Cont  Number of
acts: sitsor Conta
cts:
1
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/18/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1231

Subject No: 12311352
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 16:45

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of EMERGENCY ROOM

Buenos Aires

1.b Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-25-2020 12:47:41 | ACVOPFEINFP6000 |®@-®® Query 1: Closed Response satisfies
(UTC-03:00) City of query

Buenos Aires

Nov-24-2020 14:47:47 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-24-2020 14:47:47 | ACVOPFEINFP6000 ||(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of YES

Buenos Aires Number of Visits or Contacts:
2

Nov-24-2020 13:11:05 | ACVOPFEINFPG000 |(b) (4). (b) (6) Query 1: Opened CRA: Please verify,

(UTC-03:00) City of itisclear that

Buenos Aires subject attended
Urgency room on
13Nov, but on
21Nov medical note
refers another visit
to Urgency care
(date not specified).
Confirm and correct
the number of visits
to urgency
accordingly.
Thanks.

Nov-22-2020 18:42:08 | ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires Number of Visits or Contacts:

1
1c
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 10-Oct-2020 15:59

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not 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 16:45
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFPE000 |®®-®® Data Entry: Initial Entry
(UTC-03:00) City of Type of Practit PRIMARY C
Buenos Aires ioner: ARE PHYSIC
IAN

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1d
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFP6000 |®®-®® Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitione URGENT
Buenos Aires r: CARE

Occurrence of Visit NO

sor Contacts.
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/18/2020

Form Version: 10-Oct-2020 15:59

Form Status. Data Complete, Frozen, Not Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---

Generated By:

(b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of URGENT CARE
Buenos Aires
1.d Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
le
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC—OS:QO) City of Type of Practit TELEPHONE
Buenos Aires ioner: CONSULTATI
ON

Occurrenceof NO

Visitsor Conta

cts:
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFP6000 |®@-®@© Data Entry: Initial Entry
(UTC-03:00) City of TELEPHONE CONSULTATIO
Buenos Aires N
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1f
Date L ocation User Value Reason
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 10-Oct-2020 15:59

Form Status. Data Complete, Frozen, Not Complete

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Nov-22-2020 18:42:08 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Typeof Practitioner:  OTH
Buenos Aires ER

Occurrence of Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of OTHER
Buenos Aires
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Nov-22-2020 18:42:08 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Nov/18/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Nov-24-2020 08:43:03 ACVOPFEINFP6000 |®®:®® Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable
Buenos Aires
2. Hogpitalization Term:
Date L ocation User Value Reason
Nov-24-2020 08:43:03 ACVOPFEINFP6000 |®®:®® Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable
Buenos Aires
3. Admission Date:
Date L ocation User Value Reason
Nov-24-2020 08:43:03 ACVOPFEINFP6000 |®®:®® Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable
Buenos Aires
4. Ongoing?
Date L ocation User Value Reason
Nov-24-2020 08:43:03 ACVOPFEINFPG000 |®@-®@® Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Nov/18/2020

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason

Nov-22-2020 18:45:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNESS

Buenos Aires

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason
Nov-22-2020 18:45:42 ACVOPFEINFPGO00Q |®@-®@ Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

3. Toxicity Grade:

Date L ocation User Value Reason
Nov-22-2020 18:45:42 ACVOPFEINFP6000 |®@-®@© Data Entry: Initial Entry
(UTC-03:00) City of 2
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/18/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352

Generated By: (b) (4)

Audit Trail
Form Status:

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Date

L ocation

User Value

Reason

Dec-16-2020 14:17:43
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6) | Form Created
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/18/2020

Form Version: 30-Jul-2020 21:27

Form Status. Data Complete, Frozen

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
1. Lab Panel:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | CLINICAL CHEMISTRY
Buenos Aires
2. Laboratory Name and Address
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Hospital General de Agudos Jose M
Buenos Aires ariaRamos Megjia. Address: Genera
| Urquiza 609. Ciudad de Buenos A
ires
3. Collection Date:
Date L ocation User Value Reason
Dec-16-2020 14:18:05 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-16-2020 14:18:05 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of Nov/27/2020
Buenos Aires
Dec-16-2020 14:17:43 ACVOPFEINFP6000 | auto query | Query 1: Opened Collection Date,
(UTC-03:00) City of (autoquery) 27/Dec/2020isa
Buenos Aires future date relative to
when it was entered
on 16/Dec/2020.
Please correct.
Dec-16-2020 14:17:43 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Dec/27/2020
Buenos Aires
4. Specimen Type:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLOOD
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/18/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352

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 16:45
Buenos Aires |
5a
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined 329
Buenos Aires I dentifier:

Test:: C Reactive Prote

in_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran

ge
5.a Sponsor 1D:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 329
Buenos Aires
5.a Test:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of C Reactive Protein_PX329
Buenos Aires
5.aNot Done:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of NOT DONE
Buenos Aires
5b
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Define 30
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/18/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen

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

Subject No: 12311352 Subject Initials: ---

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
d I dentifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: 12
Not Done::
Lab Normal Ra
nge:
5.b Sponsor ID:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30
Buenos Aires
5.b Test:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Alanine Aminotransferase PX30
Buenos Aires
5.b Result:
Date L ocation User Value Reason
Dec-17-2020 01:35:47 ACVOPFEINFPE000 |®@®.®)® Query 1: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Dec-16-2020 14:53:05 ACVOPFEINFP6000 |®®®© Query 1: Answered Good afternoon The
(UTC-03:00) City of information was nor
Buenos Aires provided. Thank
you
Dec-16-2020 14:17:43 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-03:00) City of (autoquery) but 1ab normal
Buenos Aires range (Low, high or
Unit) ismissing.
Please correct or
confirm.
Dec-16-2020 14:17:43 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 12
Buenos Aires

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/18/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352

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 16:45
5.c
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Define 28
Buenos Aires d I dentifier:

Test:: Aspartate Aminotr

ansferase PX28

Result::

Not Done:: NOT DONE

Lab Normal R

ange:
5.c Sponsor ID:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |28
Buenos Aires
5.c Test:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Aspartate Aminotransferase_PX28
Buenos Aires
5.c Not Done:
Date Location User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of NOT DONE
Buenos Aires
5.d
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined 35
Buenos Aires Identifier:
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Header Text: C4591001

Nov/18/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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 16:45
Test:: Alkaline Phospha
tase PX35
Result:: 86
Not Done::
Lab Normal Ra Low
nge: 35
High
105
Unit
U/L

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/18/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352

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 16:45
5.d Sponsor ID:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |35
Buenos Aires
5.d Test:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Alkaline Phosphatase PX35
Buenos Aires
5.d Result:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of 86
Buenos Aires
5dLNMT
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 35

High

105
Unit
uU/L
5e
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined Ide 21
Buenos Aires ntifier:
Test:: Bilirubin_P
X21
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Header Text: C4591001

Nov/18/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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 16:45
Result:: 0.37
Not Done::
Lab Normal Range: Low
0.00
High
1.20
Unit
mg/dL

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/18/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352

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 16:45
5.e Sponsor ID:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |21
Buenos Aires
5.eTest:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Bilirubin_PX21
Buenos Aires
5.e Result:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of 0.37
Buenos Aires
5.eLNMT
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 0.00

High

1.20
Unit
mg/dL
5.f
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined 47
Buenos Aires | dentifier:
Test:: Blood Urea Nitr
ogen_PX47
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Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Version: 30-Jul-2020 21:27

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Result::

Not Done:: NOT DONE

Lab Normal Ran

ge
5.f Sponsor 1D:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |47
Buenos Aires
5.f Test:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Blood Urea Nitrogen_PX47
Buenos Aires
5.f Not Done:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NOT DONE
Buenos Aires
59
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined Ide 48
Buenos Aires ntifier:

Test:: Creatinine_P

X48

Result::

Not Done:: NOT DONE

Lab Normal Range:
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/18/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352

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 16:45
5.9 Sponsor 1D:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |48
Buenos Aires
5.9 Test:
Date L ocation User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Creatinine_PX48
Buenos Aires
5.g Not Done:
Date Location User Value Reason
Dec-16-2020 14:17:43 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of NOT DONE
Buenos Aires
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:28

Generated By: (b) (4)

Audit Trail
Form Status:

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Date

L ocation

User Value

Reason

Dec-16-2020 13:02:02
(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 Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Nov/18/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311352

Form Status: Data Complete, Queries

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

Argerich

Subject Initials: ---

(UTC-03:00) City of
Buenos Aires

Hospital General de Agudos Jose
Maria Ramos Megjia. Address: Gen
eral Urquiza 609. Ciudad de Bueno
sAires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Lab Panel:

Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | HEMATOLOGY

Buenos Aires

2. Laboratory Name and Address

Date L ocation User Value Reason
Dec-16-2020 13:38:12 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Transcription Error

Dec-16-2020 13:02:02 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Hospital General de Agudos Jose
Buenos Aires Maria Ramos Megjia. Adress. Gener

al Urquiza 609. Ciudad de Buenos

Aires
3. Collection Date:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Nov/27/2020
Buenos Aires
4. Specimen Type:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLOOD
Buenos Aires
5.a
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined Id 1
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries

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

Subject No: 12311352 Subject Initials: ---

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
entifier:
Test:: Hemoglobin_
PX1
Result:: 12.50
Not Done::
Lab Normal Range: Low
11.20
High
15.70
Unit
g/dL
5.a Sponsor 1D:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1
Buenos Aires
5.a Test:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Hemoglobin_PX1
Buenos Aires
5.a Result:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of 12.50
Buenos Aires
5.aLNMT
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 11.20

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311352

eCRF Audit Trail History
Form Status: Data Complete, Queries

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
High
15.70
Unit
g/dL
5b
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined Ide 2
Buenos Aires ntifier:
Test:: Hematocrit_
PX2
Result:: 38.0
Not Done::
Lab Normal Range: Low
341
High
449
Unit
%
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Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Version: 30-Jul-2020 21:28

eCRF Audit Trail History
Form Status: Data Complete, Queries
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
5.b Sponsor 1D:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |2
Buenos Aires
5.b Test:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Hematocrit_PX2
Buenos Aires
5.b Result:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of 38.0
Buenos Aires
5bLNMT
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 34.1

High

449
Unit
%
5.c
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined Id 3
Buenos Aires entifier:
Test:: Erythrocytes
PX3
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Queries
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45
Result:: 452
Not Done::
Lab Normal Range: Low
3.93
High
5.22
Unit
10M2/L
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Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Nov/18/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries

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

Subject No: 12311352 Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
5.c Sponsor ID:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |3
Buenos Aires
5.c Test:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Erythrocytes PX3
Buenos Aires
5.c Result:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of 452
Buenos Aires
5.cLNMT
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 3.93

High

5.22
Unit
10nM2/L
5.d
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined Iden 5
Buenos Aires tifier:
Test:: Platelets P
X5
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Queries
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45
Result:: 292.0
Not Done::
Lab Normal Range: Low
182.0
High
369.0
Unit
10M9/L
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Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Nov/18/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries

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

Subject No: 12311352 Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
5.d Sponsor 1D:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |5
Buenos Aires
5.d Test:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Platelets PX5
Buenos Aires
5.d Result:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of 292.0
Buenos Aires
5dLNMT
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 182.0

High

369.0
Unit
10M9/L
5e
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined Ide 7
Buenos Aires ntifier:
Test:: Leukocytes
PX7
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352
Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Queries
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45
Result:: 7.85
Not Done::
Lab Normal Range: Low
3.98
High
10.04
Unit
10M9/L
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Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Nov/18/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries

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

Subject No: 12311352 Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
5.e Sponsor ID:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |7
Buenos Aires
5.eTest:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Leukocytes PX7
Buenos Aires
5.e Result:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of 7.85
Buenos Aires
5.eLNMT
Date Location User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 3.98

High

10.04
Unit
10M9/L

5.f
Date L ocation User Value Reason
Mar-26-2021 14:34:06 ACVOPFEINFP6000 |(b)(4). (b) (6) | Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 608
Buenos Aires dentifier:

Test:: Neutrophils P

X608
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311352

eCRF Audit Trail History

Form Status: Data Complete, Queries

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Result:: 52.7
Not Done::
Lab Normal Rang Low
e 34
High
71.1
Unit
%
Mar-26-2021 14:33:40 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 608
Buenos Aires dentifier:
Test:: Neutrophils P
X608
Result:: 414
Not Done::
Lab Normal Rang Low
e 34
High
71.1
Unit
%
Mar-26-2021 11:21:48 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Thisinformation is
(UTC-03:00) City of Sponsor-Defined | 608 not available. The
Buenos Aires dentifier: data obtained from
Test:: Neutrophils_ thelaboratory arein
PX608 percentages and an
y attempt has already
Result:: 414 been made to obtain
Not Done:: the absolute values
Lab Normal Range in al possible ways.
Dec-21-2020 14:24:52 ACVOPFEINFPE000 |®@®@® Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 608
Buenos Aires dentifier:
Test:: Neutrophils P
X608
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Nov/18/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Result:: 414
Not Done::
Lab Normal Rang Low
e 34.0
High
71.1
Unit
10M9/L
Dec-21-2020 14:24:29 ACVOPFEINFP6000 |®@®® Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 608
Buenos Aires dentifier:
Test:: Neutrophils P
X608
Result:: 414
Not Done::
Lab Normal Rang Low
e 34.0
High
71.1
Unit
%
Dec-16-2020 13:02:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 608
Buenos Aires dentifier:
Test:: Neutrophils P
X608
Result:: 52.7
Not Done::
Lab Normal Rang Low
e 34.0
High
71.1
Unit
%
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Nov/18/2020

Form Version: 30-Jul-2020 21:28

Form Status: Data Complete, Queries

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---

Generated By:

(b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

5.f Sponsor 1D:

Date

L ocation

User

Value

Reason

Dec-16-2020 13:02:02
(UTC-03:00) City of

Buenos Aires

ACVOPFEINFP6000

auto calc
(autocalc)

DataEntry:
608

Initial Entry

5.f Test:

Date

L ocation

User

Value

Reason

Dec-16-2020 13:02:02
(UTC-03:00) City of

Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date

L ocation

User

Value

Reason

Mar-26-2021
15:34:26
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

Salim Bouguermouh

(b) (4)

Query 3:
Closed

Response satisfies
query

Mar-26-2021
14:34:06
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

auto query
(autoquery)

New Information

Mar-26-2021
14:34:06
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

(b) (4). (b) ()

New Information

Mar-26-2021
14:33:40
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFPG000

auto query
(autoquery)

Query 2:
Closed

Close Auto Query

Mar-26-2021
14:20:07
(UTC-03:00)
City of

ACVOPFEINFP6000

Salim Bouguermouh

(b) (4)

Query 3:
Opened

Clin: Since the data
arein percentage.

Pleasereview if the
value entered is not
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Nov/18/2020

SiteNo: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Version: 30-Jul-2020 21:28

Subject No: 12311352

eCRF Audit Trail History
Form Status: Data Complete, Queries

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

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires 414 instead of 4.14.
Please update as
appropriate

Mar-26-2021 | ACVOPFEINFP6000 auto query Query 2: | Result is present, but

11:21:48 (autoquery) Opened | lab normal range

(UTC-03:00) (Low, high or Unit) is

City of missing. Please

Buenos Aires correct or confirm.

Dec-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEn | New Information

14:24:29 try:

(UTC-03:00) 414

City of

Buenos Aires

Dec-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Response satisfies

05:08:52 Closed | query

(UTC-03:00)

City of

Buenos Aires

Dec-18-2020 | ACVOPFEINFP6000 Santiago Corradetti Query 1. | WBC differentials are

17:48:23 (b) (4) Answere | entered as

(UTC-03:00) d percentages. No

City of absolute values are

Buenos Aires availablein the
source document of
the hematology lab
test.

Dec-18-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW6486385;Please

14:34:34 (b) (4) Opened | confirm that the WBC

(UTC-03:00) differentials are

City of entered as absolute

Buenos Aires values instead of
percentages, or
correct as appropriate.

Dec-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEn | Initial Entry

13:02:02 try:

(UTC-03:00) 52.7

City of

Buenos Aires

5f LNMT

Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Queries

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Mar-26-2021 15:34:26

ACVOPFEINFP6000 | Salim Query 1: Closed

Response satisfies

(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-26-2021 14:33:40 ACVOPFEINFP6000 | auto query Query 1. Answered New Information

(UTC-03:00) City of
Buenos Aires

(autoquery)

Mar-26-2021 14:33:40
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry:
Low

34

High
711

Unit
%

New Information

Mar-26-2021 14:18:26
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | Salim
Bouguermouh

(b) (4)

Query 1. Reissued:Opened

Clin: Please enter IN
PERCENTAGE (%)
"Lab Norma Range
Low and High" and
Unit

Mar-26-2021 11:21:48
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | auto query
(autoquery)

Query 1. Answered

Thisinformation is
not available. The
data obtained from
the laboratory arein
percentages and an
attempt has already
been made to obtain
nthe absolute values 1

al possible ways.

Mar-26-2021 11:21:48
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry:

Thisinformation is
not available. The
data obtained from
the laboratory arein
percentages and an
attempt has already
been made to obtain
nthe absolute values i

all possible ways.
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Nov/18/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
5fLNMT
Date L ocation User Value Reason
Mar-26-2021 06:45:09 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened Clin: Data entered
(UTC-03:00) City of areincorrect. Please
Buenos Aires review and update
as appropriate
Mar-23-2021 19:28:08 ACVOPFEINFP6000 | Saim Query 1: Candidate Clin: Data entered
(UTC-03:00) City of Bouguermouh areincorrect. Please
Buenos Aires (b) (4) review and update
as appropriate
Dec-21-2020 14:24:52 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: New Information
(UTC-03:00) City of Low
Buenos Aires 34.0
High
711
Unit
10M9/L
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 34.0
High
71.1
Unit
%
5.9
Date L ocation User Value Reason
Dec-21-2020 14:23:46 ACVOPFEINFPE000 |P®@@© Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils P
X609
Result:: 0.08
Not Done::
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Nov/18/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Lab Normal Rang Low
e 0.7
High
58
Unit
10M9/L
Dec-21-2020 14:23:26 ACVOPFEINFP6000 |®®@@® Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils P
X609
Result:: 0.08
Not Done::
Lab Normal Rang Low
e 0.7
High
5.8
Unit
%
Dec-16-2020 13:02:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils P
X609
Result:: 10
Not Done::
Lab Normal Rang Low
e 0.7
High
5.8
Unit
%
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Nov/18/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311352

Form Status: Data Complete, Queries

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

5.9 Sponsor I1D:

Date L ocation User Value Reason

Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | 609

Buenos Aires

5.9 Test:

Date L ocation User Value Reason

Dec-16-2020 13:02:02 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Eosinophils_PX609

Buenos Aires

5.9 Result:

Date L ocation User Value Reason

Dec-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. [ Auto closed by

00:26:25 (b) (4) Closed | Vdidation Check:

(UTC-03:00) VC_LB001 08

City of

Buenos Aires

Dec-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data En | New Information

14:23:26 try:

(UTC-03:00) 0.08

City of

Buenos Aires

Dec-18-2020 | ACVOPFEINFP6000 Santiago Corradetti Query 1. | WBC differentials are

17:48:36 (b) (4) Answere | entered as

(UTC-03:00) d percentages. No

City of absolute values are

Buenos Aires availablein the
source document of
the hematology lab
test.

Dec-18-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW6486384;Please

14:34:34 (b) (4) Opened | confirm that the WBC

(UTC-03:00) differentials are

City of entered as absolute

Buenos Aires valuesinstead of
percentages, or
correct as appropriate.

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311352

eCRF Audit Trail History

Form Status: Data Complete, Queries

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Dec-16-2020 | ACVOPFEINFP6000 (o) (4), (b) (6) Data En | Initial Entry
13:02:02 try:
(UTC-03:00) 1.0
City of
Buenos Aires
5.gLNMT
Date L ocation User Value Reason
Dec-21-2020 14:23:46 ACVOPFEINFPE000 |(b) (4). (b) (6) | Data Entry: New Information
(UTC-03:00) City of Low
Buenos Aires 0.7
High
5.8
Unit
10MN9/L
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 0.7
High
5.8
Unit
%
5.h
Date L ocation User Value Reason
Dec-21-2020 14:15:58 ACVOPFEINFP6000 |@@®® Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 7.3
Not Done::
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Nov/18/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Lab Normal Range Low
: 4.7
High
125
Unit
10M9/L
Dec-16-2020 13:02:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 7.3
Not Done::
Lab Normal Range Low
: 47
High
125
Unit
%
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Nov/18/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311352

Form Status: Data Complete, Queries

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

5.h Sponsor ID:

Date L ocation User Value Reason

Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | 612

Buenos Aires

5.h Test:

Date L ocation User Value Reason

Dec-16-2020 13:02:02 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Monocytes PX612

Buenos Aires

5.h Result:

Date L ocation User Value Reason

Dec-21-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 1: | Response satisfies

18:41:56 Closed | query

(UTC-03:00)

City of

Buenos Aires

Dec-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | The absolute values

14:19:16 Answere | have been loaded.

(UTC-03:00) d Thank you.

City of

Buenos Aires

Dec-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | DM: Please consider

03:56:43 Reissued | to update as per

(UTC-03:00) :Opened | available CRF

City of options. Per section

Buenos Aires 8.39.4 of completion
guidelines,
Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes
should be entered as
absolute values using
10M9/L as units.
Please review.

Dec-18-2020 | ACVOPFEINFP6000 Santiago Corradetti | Query 1: | WBC differentials are
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:28

eCRF Audit Trail History
Form Status: Data Complete, Queries

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
17:48:47 (b) (4) Answere | entered as
(UTC-03:00) d percentages. No
City of absolute values are
Buenos Aires availablein the
source document of
the hematology lab
test.
Dec-18-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW6486377;Please
14:38:09 (b) (4) Opened | confirm that the WBC
(UTC-03:00) differentials are
City of entered as absolute
Buenos Aires values instead of
percentages, or
correct as appropriate.
Dec-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data En | Initia Entry
13:02:02 try:
(UTC-03:00) 7.3
City of
Buenos Aires
5.h LNMT
Date Location User Value Reason
Dec-21-2020 14:15:58 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: New Information
(UTC-03:00) City of Low
Buenos Aires 47
High
125
Unit
10M9/L
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 4.7
High
125
Unit
%
5.

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Date L ocation User Value Reason
Dec-21-2020 14:18:01 ACVOPFEINFP6000 |P@®® Data Entry: New Information
(UTC-03:00) City of Sponsor -Defined |d 610
Buenos Aires entifier:
Test:: Basophils P
X610
Result:: 0.03
Not Done::
Lab Normal Range Low
: 0.1
High
12
Unit
10M9/L
Dec-21-2020 14:17:36 ACVOPFEINFP6E000 |P@@® Data Entry: New Information
(UTC-03:00) City of Sponsor -Defined Id 610
Buenos Aires entifier:
Test:: Basophils P
X610
Result:: 0.03
Not Done::
Lab Normal Range Low
: 0.1
High
12
Unit
%
Dec-16-2020 13:02:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined I1d 610
Buenos Aires entifier:
Test:: Basophils P
X610
Result:: 04
Not Done::
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Nov/18/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Lab Normal Range Low
: 0.1
High
12
Unit
%

Page 493 of 588

*** Confidential***
FDA-CBER-2021-5683-0861058



090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Nov/18/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311352

Form Status: Data Complete, Queries

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

5.i Sponsor ID:

Date L ocation User Value Reason

Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | 610

Buenos Aires

5. Test:

Date L ocation User Value Reason

Dec-16-2020 13:02:02 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Basophils_PX610

Buenos Aires

5.i Result:

Date L ocation User Value Reason

Dec-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. [ Auto closed by

00:26:25 (b) (4) Closed | Vdidation Check:

(UTC-03:00) VC_LB001 08

City of

Buenos Aires

Dec-21-2020 | ACVOPFEINFP6000 auto query Query 1: [ New Information

14:17:36 (autoquery) Answere

(UTC-03:00) d

City of

Buenos Aires

Dec-21-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) DataEn | New Information

14:17:36 try:

(UTC-03:00) 0.03

City of

Buenos Aires

Dec-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: [ DM: Thank you for

06:38:51 Reissued | response. However

(UTC-03:00) :Opened | per CRF CR section

City of 8.39.4, WBC

Buenos Aires differentials should be
entered as absolute
values using 10MN9/L
as units. Please
review and update
CRF as appropriate.
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:28

eCRF Audit Trail History
Form Status: Data Complete, Queries
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Else clarify.
Dec-18-2020 | ACVOPFEINFP6000 Santiago Corradetti | Query 1: | WBC differentials are
17:48:59 (b) (4) Answere | entered as
(UTC-03:00) d percentages. No
City of absolute values are
Buenos Aires availablein the
source document of
the hematology lab
test.
Dec-18-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW6486410;Please
14:27:58 (b) (4) Opened | confirm that the WBC
(UTC-03:00) differentials are
City of entered as absolute
Buenos Aires values instead of
percentages, or
correct as appropriate.
Dec-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data En | Initial Entry
13:02:02 try:
(UTC-03:00) 0.4
City of
Buenos Aires
5.i LNMT
Date L ocation User Value Reason
Dec-21-2020 14:18:01 ACVOPFEINFPE000 |(b) (4). (b) (6) | Data Entry: New Information
(UTC-03:00) City of Low
Buenos Aires 0.1
High
12
Unit
10M9/L
Dec-16-2020 13:02:02 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 0.1
High
12
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov/18/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311352

eCRF Audit Trail History

Form Status: Data Complete, Queries

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
K
5,
Date L ocation User Value Reason
Dec-21-2020 14:22:47 ACVOPFEINFP6000 |P@®® Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 3.00
Not Done::
Lab Normal Rang Low
e 19.3
High
51.7
Unit
10M9/L
Dec-21-2020 14:22:25 ACVOPFEINFP6000 |P@®® Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 3.00
Not Done::
Lab Normal Rang Low
e 193
High
51.7
Unit
%
Dec-16-2020 13:02:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 38.2
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Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Header Text: C4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Version: 30-Jul-2020 21:28

eCRF Audit Trail History
Form Status: Data Complete, Queries
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

(UTC-03:00) City of
Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Not Done::

Lab Normal Rang Low

e 19.3

High
51.7
Unit
%

5.j Sponsor ID:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 611
Buenos Aires
5. Test:
Date L ocation User Value Reason
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Lymphocytes PX611
Buenos Aires
5.j Result:
Date L ocation User Value Reason
Dec-21-2020 14:22:25 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of 3.00
Buenos Aires
Dec-21-2020 05:09:09 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

query

Dec-18-2020 17:49:11
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

Santiago
Corradetti
(b) (4)

Query 1: Answered

WBC differentials
areentered as
percentages. No
absolute values are
availablein the
source document of
the hematol ogy lab
test.
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Nov/18/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311352

Form Status: Data Complete, Queries

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
5.j Result:
Date L ocation User Value Reason
Dec-18-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1 | DMW6486411;Please
14:27:58 (b) (4) : Opene | confirm that the
(UTC-03:00) d WBC differentials are
City of entered as absolute
Buenos Aires valuesinstead of
percentages, or
correct as
appropriate.
Dec-16-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) DataE | Initial Entry
13:02:02 ntry:
(UTC-03:00) 38.2
City of
Buenos Aires
5j LNMT
Date L ocation User Value Reason
Mar-29-2021 04:10:25 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened Clin: Data entered
(UTC-03:00) City of areincorrect. Please
Buenos Aires review and update
accordingly
Mar-23-2021 19:24:23 ACVOPFEINFPE000 | Salim Query 1: Candidate Clin: Data entered
(UTC-03:00) City of Bouguermouh areincorrect. Please
Buenos Aires (b) (4) review and update
accordingly
Dec-21-2020 14:22:47 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: New Information
(UTC-03:00) City of Low
Buenos Aires 19.3
High
51.7
Unit
10M9/L
Dec-16-2020 13:02:02 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 19.3
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Nov/18/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Queries
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
High
51.7
Unit
%
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS - COVID - Audit Trail
Nov/18/2020

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Form Version: 30-Jul-2020 21:27 Form Status:
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Date L ocation User Value Reason
Nov-22-2020 18:39:33 ACVOPFEINFP6000 (?@-®® Form Created
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Nov/18/2020

SiteNo: 1231

Subject No: 12311352

Form Version: 30-Jul-2020 21:27

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

Argerich
Subject Initials: ---

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
1. Date:
Date L ocation User Value Reason
Nov-22-2020 18:39:33 ACVOPFEINFP6000 |®@-®@© Data Entry: Initial Entry
(UTC-03:00) City of Nov/18/2020
Buenos Aires
2.a
Date L ocation User Value Reason
Nov-22-2020 18:39:33 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of Record Identifier:: 1
Buenos Aires Systalic:: 12
0

Diastolic:: 80

Respiratory Ratein respir 22

ations/minute:

Heart Ratein beatsminut 14

€ 0
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-22-2020 18:39:33 ACVOPFEINFP6000 |®@-®@© Data Entry: Initial Entry
(UTC-03:00) City of 1
Buenos Aires
2.a Systolic:
Date L ocation User Value Reason
Nov-22-2020 18:39:33 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of 120
Buenos Aires
2.a Diastalic:
Date L ocation User Value Reason
Nov-22-2020 18:39:33 ACVOPFEINFPE000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of 80
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Nov/18/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311352
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 16:45

2.a Respiratory Rate in respirations/minute:

Date L ocation User Value Reason
Nov-22-2020 18:39:33 ACVOPFEINFP6000 |®@®@© Data Entry: Initial Entry
(UTC-03:00) City of 2

Buenos Aires

2.a Heart Rate in beatsminute:

Date L ocation User Value Reason
Nov-27-2020 01:34:59 | ACVOPFEINFP6000 |®®:®®©) Query 1: Closed Response satisfies

(UTC-03:00) City of
Buenos Aires

query

Nov-26-2020 17:09:24
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(©) @), ©) 6) Query 1: Answered

itisnot clinicaly
significant. thank
you

Nov-26-2020 01:35:58
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

®) (@), ©) ©) Query 1: Reissued:Opened

DM: Confirmation
on the out of range
valueas"clinically
significant” or "not
clinicaly
significant" is
expected as a
response. Please
review and confirm.

Nov-25-2020 09:18:41
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

(b) (4), (b) (6) Query 1: Answered

In context, these
data are not relevant

Nov-25-2020 04:19:02
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Reissued:Opened

DM1: Heart rate
140 is outside of
Normal RangeO -
120. Please confirm
if Clinically
significant or no.

Nov-24-2020 09:35:42 ACVOPFEINFP6000 | MariaBeretta Query 1: Answered Original valueis
(UTC-03:00) City of (b) (4) correct

Buenos Aires

Nov-23-2020 08:02:52 | ACVOPFEINFP6000 |® (4). () 6) Query 1: Reissued:Opened DM: Please confirm

(UTC-03:00) City of
Buenos Aires

if resultisclinically
significant.
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Header Text: C4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History
Nov/18/2020
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Nov-22-2020 18:39:50 | ACVOPFEINFPG000 |®®@®® Query 1: Answered Original valueis
(UTC-03:00) City of correct
Buenos Aires
Nov-22-2020 18:39:33 ACVOPFEINFP6000 | auto query Query 1: Opened Heart rate 140 is
(UTC-03:00) City of (autoquery) outside of Normal
Buenos Aires Range 0 - 120.
Nov-22-2020 18:39:33 | ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of 140
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Jan/16/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Jan-17-2021 18:23:43 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query

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

Buenos Aires

Jan-17-2021 18:21:58 ACVOPFEINFP6000 |auto query | Query 2: Deleted Close Auto Query

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

Buenos Aires

Jan-17-2021 18:20:46 ACVOPFEINFP6000 |auto query |Query 2: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as
appropriate.

Jan-17-2021 18:20:46 ACVOPFEINFP6000 |auto query |Query 1: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Jan-17-2021 18:20:46 ACVOPFEINFPG000 |®®®®© Data Entry: Initial Entry

(UTC-03:00) City of Jan/16/2021

Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Jan-17-2021 18:20:46 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry

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

Buenos Aires
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Jan/16/2021

SiteNo: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Form Version: 14-Jan-2021 02:23

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

Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
1. Date of Assessment:
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of Jan/16/2021
Buenos Aires
2. Date of First Symptom Started:
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of Jan/14/2021
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Jan-22-2021 12:27:54 ACVOPFEINFP6000 |®®®® Data Entry: New Information
(UTC-03:00) City of NO
Buenos Aires Date of Last Symptom Resolv
ed:
Jan/19/2021
Jan-17-2021 18:21:58 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.a
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: FEVER
Buenos Aires Symptom Present: YES
4.a Symptoms:
Date L ocation | User ’ Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Jan/16/2021

Form Version: 14-Jan-2021 02:23

SiteNo: 1231

Subject No: 12311352

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 16:45
Jan-17-2021 18:21:58 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of FEVER
Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4b
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: NEW OR INCREAS
Buenos Aires ED COUGH

Symptom P YES

resent:
4.b Symptoms:
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®© Data Entry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED COUGH
Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPG000 |®®®®© Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.c
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®¢ Data Entry: Initial Entry
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Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Jan/16/2021 Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
(UTC-03:00) City of (b) (4), (b) (6) Sympto NEW OR INCREASED
Buenos Aires ms. SHORTNESS OF BREA
TH

Sympto NO

m Presen

t:
4.c Symptoms:
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPE000 |P@@© Data Entry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED SHORTNE
Buenos Aires SS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |@®@®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4d
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®®@®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: CHILLS
Buenos Aires Symptom Present: YES
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Jan/16/2021

Form Version: 14-Jan-2021 02:23

SiteNo: 1231

Subject No: 12311352

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 16:45
4.d Symptoms:
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of CHILLS
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPG000 |®®®®© Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4e
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms NEW OR INCREASE
Buenos Aires : D MUSCLE PAIN

Symptom YES

Present:
4.e Symptoms:
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED MUSCLE
Buenos Aires PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPG000 |®®®®© Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.f
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Header Text: C4591001

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

Jan/16/2021
Form Version: 14-Jan-2021 02:23
SiteNo: 1231

Subject No: 12311352

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 16:45
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |P@®® Data Entry: Initial Entry
(UTC-03:00) City of Symptoms. NEW LOSS OF TAS
Buenos Aires TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of NEW LOSS OF TASTE OR SMEL
Buenos Aires L
4.f Was symptom present?
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
49
Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPE000 |P@@© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms NEW OR INCREASE
Buenos Aires : D SORE THROAT

Symptom YES

Present:
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Jan/16/2021

Form Version: 14-Jan-2021 02:23

SiteNo: 1231

Subject No: 12311352

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 16:45

4.9 Symptoms:

Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of NEW OR INCREASED SORE TH

Buenos Aires ROAT

4.9 Was symptom present?

Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPG000 |®®®®© Data Entry: Initial Entry
(UTC-03:00) City of YES

Buenos Aires

4.h

Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-O3:QO) City of Symptoms: DIARRHEA

Buenos Aires Symptom Present: YES

4.h Symptoms:

Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of DIARRHEA

Buenos Aires

4.h Was symptom present?

Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPE000 |P@@© Data Entry: Initial Entry
(UTC-03:00) City of YES

Buenos Aires

4.

Date L ocation User Value Reason
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Header Text: C4591001

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

Jan/16/2021
Form Version: 14-Jan-2021 02:23
SiteNo: 1231

Subject No: 12311352

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 16:45

Jan-17-2021 18:21:58 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: VOMITING

Buenos Aires Symptom Present: YES

4.i Symptoms:

Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of VOMITING

Buenos Aires

4.i Was symptom present?

Date L ocation User Value Reason
Jan-17-2021 18:21:58 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of YES

Buenos Aires

5a

Date L ocation User Value Reason
Jan-17-2021 18:22:29 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms - Other: Headache

Buenos Aires

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Jan-17-2021 18:22:29 ACVOPFEINFP6000 |P@®® Data Entry: Initial Entry
(UTC-03:00) City of Headache

Buenos Aires

5.b

Date L ocation User Value Reason
Jan-17-2021 18:22:49 ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of Symptoms - Other: Asthenia

Buenos Aires
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Header Text: C4591001

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

Jan/16/2021

Form Version: 14-Jan-2021 02:23

SiteNo: 1231

Subject No: 12311352

Generated By: (b) (4)

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 16:45

| (b) (). (b) (6) |

5.b Symptoms - Other Text:

Date L ocation User Value Reason
Jan-17-2021 18:22:49 ACVOPFEINFP6000 |®®@®® Data Entry: Initial Entry
(UTC-03:00) City of Asthenia

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trall

Jan/16/2021

Form Version: 06-Jul-2020 21:54 Form Status:

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Date L ocation User Value Reason

Jan-17-2021 18:23:15 ACVOPFEINFP600Q |?@®®© Form Created

(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Jan/16/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

1. Actual Date of Collection

Date L ocation User Value Reason
Jan-17-2021 18:23:15 ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of Jan/16/2021

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Jan-17-2021 18:23:15 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of SWABBED MATERIAL

Buenos Aires

3. Specimen Collection Location:

Date L ocation User Value Reason
Jan-17-2021 18:23:15 ACVOPFEINFP6000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NASOPHARY NX

Buenos Aires

4. Assay Code and Description:

Date L ocation User Value Reason
Jan-17-2021 18:23:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO

Buenos Aires ME CORONAVIRUS 2

5. Device Type:

Date Location User Value Reason
Jan-17-2021 18:23:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TEST

Buenos Aires

6. Trade Name:

Date L ocation | User | Value Reason
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Header Text: C4591001

Jan/16/2021

SiteNo: 1231

Subject No: 12311352

Form Version: 06-Jul-2020 21:54

Generated By: (b) (4)

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Jan-17-2021 18:23:15
(UTC-03:00) City of

ACVOPFEINFP6000

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

Data Entry: Initial Entry
ATILA BIOSYSTEMS IAMP COV

Buenos Aires

Buenos Aires ID-19 DETECTION KIT

7. Test Result:

Date L ocation User Value Reason
Jan-17-2021 18:23:15 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NEGATIVE
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Header Text: C4591001

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

Jan/16/2021

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Form Status. Data Complete, Frozen, Verified

SiteNo: 1231

Subject No: 12311352

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
1. Data Origin
Date L ocation User Value Reason
Jan-17-2021 18:23:34 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Jan-17-2021 18:23:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Jan-17-2021 18:23:34 ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Jan-17-2021 18:23:34 ACVOPFEINFPG000 |®®®®© Data Entry: Initial Entry
(UTC-03:00) City of Sample collected by team physician
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Jan/16/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason

Jan-17-2021 18:23:43 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Jan-17-2021 18:23:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Jan-18-2021 10:32:35 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

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

Buenos Aires

Jan-18-2021 08:45:56 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened ‘Sample Collected?

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

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

Jan-17-2021 18:23:43 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample Collected?

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

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

Jan-17-2021 18:23:43 ACVOPFEINFP6000 |(b)(4). (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires Date of Collection:

Jan/16/2021
5a
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Header Text: C4591001

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

Jan/16/2021 Audit Trail History

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Date L ocation User Value Reason

Jan-18-2021 10:32:35 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry

(UTC-03:00) City of Sample |D: BPTC2G

Buenos Aires

5.a Sample D

Date L ocation User Value Reason

Jan-18-2021 10:32:35 ACVOPFEINFP6000 |®@-®®© Data Entry: Initial Entry

(UTC-03:00) City of BPTC2G

Buenos Aires
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Jan/16/2021

SiteNo: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24

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

Argerich

Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
la
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitioner:  SPECIA
Buenos Aires LIST

Occurrence of Visitsor NO

Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of SPECIALIST
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFP6000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1b
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitione EMERGENC
Buenos Aires r Y ROOM

Occurrence of Visit NO

sor Contacts.
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Jan/16/2021

Form Version: 14-Jan-2021 02:24

SiteNo: 1231

Subject No: 12311352
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 16:45

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFP6000 |®@®®© Data Entry: Initial Entry
(UTC-03:00) City of EMERGENCY ROOM
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFPG000 |®®®®© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1c
Date L ocation User Value Reason
Jan-17-2021 18_: 23:58 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitio PRIMARY CA
Buenos Aires ner: RE PHYSICIA
N
Occurrenceof Vi NO
sitsor Contacts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFP6000 |P@®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Jan/16/2021

Form Version: 14-Jan-2021 02:24 Form Status. Data Complete, Frozen, Verified

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

Subject No: 12311352 Subject Initials: ---

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
1d
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitioner: URGENT
Buenos Aires CARE
Occurrenceof Visits NO
or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFP6000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFPG000 |®®®®© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
le
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitio TELEPHONE C
Buenos Aires ner: ONSULTATION
Occurrenceof V. .NO
isitsor Contacts:
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Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Jan/16/2021

Form Version: 14-Jan-2021 02:24 Form Status. Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311352 Subject Initials: ---

Generated By:

(b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of TELEPHONE CONSULTATION
Buenos Aires
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFPG000 |®®®®© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1f
Date L ocation User Value Reason
Jan-17-2021 18_: 23:58 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitioner: OTHE
Buenos Aires R

Occurrenceof Visitsor C NO

ontacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of OTHER
Buenos Aires
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFPE000 |P®@®@© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires

3. Hasthe subject been hospitalized due to potential COVID-19 illness?
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Jan/16/2021

SiteNo: 1231

Subject No: 12311352

Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24

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

Argerich

Subject Initials: ---

Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Date L ocation User Value Reason
Jan-17-2021 18:23:58 ACVOPFEINFP6000 |P@®® Data Entry: Initial Entry
(UTC-03:00) City of NO
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Header Text: C4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Jan/16/2021

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352
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 16:45

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Jan-19-2021 13:10:02 ACVOPFEINFPG000 |(b) (4). (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Not Applicable

Buenos Aires

2. Hogpitalization Term:

Date L ocation User Value Reason
Jan-19-2021 13:10:02 ACVOPFEINFP6000 |(b) 4. (b)) |DataEntry: Initial Entry
(UTC-03:00) City of Not Applicable

Buenos Aires

3. Admission Date:

Date L ocation User Value Reason
Jan-19-2021 13:10:02 ACVOPFEINFP6000 |(b) 4. (b)) |DataEntry: Initial Entry
(UTC-03:00) City of Not Applicable

Buenos Aires

4. Ongoing?

Date L ocation User Value Reason
Jan-19-2021 13:10:02 ACVOPFEINFPG000 |(0) (). () (6) | DataEntry: Initial Entry
(UTC-03:00) City of Not Applicable

Buenos Aires
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Jan/16/2021

SiteNo: 1231

Subject No: 12311352
Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 4 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52

(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 16:45

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Jan-17-2021 18:24:29 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNESS

Buenos Aires

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason
Jan-17-2021 18:24:29 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

3. Toxicity Grade:

Date L ocation User Value Reason
Jan-17-2021 18:24:29 ACVOPFEINFP6000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of 1

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Sep/21/2020

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12311352

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Trail History

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

Argerich

Subject Initials: ---

Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Sep-22-2020 10:30:04 ACVOPFEINFP6000 |®®:®®) Data Entry: Initial Entry

(UTC-03:00) City of Sep/21/2020

Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Oct-22-2020 17:34:59 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Oct-21-2020 15:12:47 ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-03:00) City of (autoquery) Information

Buenos Aires

Oct-21-2020 15:12:47 ACVOPFEINFP6000 |Adolfo Gonzalez |DataEntry: Changed

(UTC-03:00) City of (b) (4) COVID_A1l Information

Buenos Aires

Oct-20-2020 12:05:10 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened DM: Please confirm

(UTC-03:00) City of this Convalescent

Buenos Aires Visit was for the
COVID B visit or
update response as
applicable.

Sep-22-2020 11:45:46 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of CoVvID_B1
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Sep/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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

Form Status. Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
1. Data Origin
Date L ocation User Value Reason
Sep-22-2020 10:30:34 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Sep-22-2020 10:30:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Sep-22-2020 10:31:12 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-22-2020 10:30:34 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sampl e Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Sep-22-2020 10:30:34 ACVOPFEINFPE000 | ® . () () Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Sep/21/2020
5.a
Date L ocation User Value Reason
Sep-22-2020 10:31:12 ACVOPFEINFPE000 | ® ). ®)®) Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BRVNP7
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Sep/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

5.aSampleD

Date L ocation User Value Reason
Sep-22-2020 10:31:12 ACVOPFEINFPG000 | ®®:®)(©) Data Entry: Initial Entry
(UTC-03:00) City of BRVNP?7

Buenos Aires

5b

Date L ocation User Value Reason
Sep-22-2020 10:38:31 ACVOPFEINFPE000 |®@-®1@ Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BPWILO

Buenos Aires

5.b Sample D

Date L ocation User Value Reason
Sep-22-2020 10:38:31 ACVOPFEINFPE000 | @ ®1E Data Entry: Initial Entry
(UTC-03:00) City of BPWOILO

Buenos Aires

5.c

Date L ocation User Value Reason
Sep-22-2020 10:43:28 ACVOPFEINFPG000 |® ®:®)(®) Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BRVNP8

Buenos Aires

5.c Sample D

Date L ocation User Value Reason
Sep-22-2020 10:43:28 ACVOPFEINFP6000 |®@:®)®© Data Entry: Initial Entry
(UTC-03:00) City of BRVNPS

Buenos Aires
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Header Text: C4591001

Visit on Dec/29/2020

Site No: 1231

Subject No: 12311352

Visit: POT_COVID_CONVA 2 - Unscheduled

Form Version: 22-Apr-2020 21:04

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Dec-30-2020 12:08:20 ACVOPFEINFPE000 |® ). (®)(6) Data Entry: Initial Entry
(UTC-03:00) City of Dec/29/2020

Buenos Aires

3. COVID-19 llIness Visit:

Date L ocation User Value Reason
Dec-30-2020 12:08:20 ACVOPFEINFPE000 | ® ). () (6) Data Entry: Initial Entry
(UTC-03:00) City of CovID_C1

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Dec/29/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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

Form Status. Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason

Dec-30-2020 12:08:29 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Dec-30-2020 12:08:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Mar-08-2021 09:01:25 ACVOPFEINFP6000 |®® ®® Query 3: Closed Thanks for adding

(UTC-03:00) City of the barcode!

Buenos Aires

Mar-06-2021 11:15:49 ACVOPFEINFP6000 | Alan Colombo | Query 3: Answered Original valueis

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

Buenos Aires

Mar-05-2021 17:22:35 ACVOPFEINFP6000 |®® ®® Query 3: Opened HOLDS: Serum

(UTC-03:00) City of barcode BRVNN9

Buenos Aires was received by the
lab. Please enter
barcode or clarify.
Thank you!

Mar-05-2021 17:21:38 ACVOPFEINFPE000 |®®:®® Query 2: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Mar-05-2021 17:16:36 ACVOPFEINFPE000 |0®:®® Query 2: Opened HOLDS: Nasa

(UTC-03:00) City of Swab barcode

Buenos Aires BRVNN9 was
received by the lab.
Please enter barcode
or clarify. Thank
youl
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Dec/29/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Jan-05-2021 15:12:38 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Dec-31-2020 02:04:42 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened '‘Sample Collected?

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

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

Dec-30-2020 12:08:29 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?

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

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

Dec-30-2020 12:08:29 ACVOPFEINFPE000 | ® @) () (6) Data Entry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires Date of Callection:

Dec/29/2020

5.a

Date L ocation User Value Reason

Jan-05-2021 15:12:38 ACVOPFEINFPE000 |®@®®© Data Entry: Initial Entry

(UTC-03:00) City of Sample|D: BRVNLW

Buenos Aires

5.a SampleID

Date L ocation User Value Reason

Jan-05-2021 15:12:38 ACVOPFEINFP6000 |®®@®® Data Entry: Initial Entry

(UTC-03:00) City of BRVNLW

Buenos Aires

5b

Date L ocation User Value Reason

Jan-05-2021 15:13:17 ACVOPFEINFPE000 |®@®® Data Entry: Initial Entry

(UTC-03:00) City of Sample ID: BRVNNS

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Dec/29/2020

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

Subject No: 12311352

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

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

5.b Sample ID

Date L ocation User Value Reason
Jan-05-2021 15:13:17 ACVOPFEINFP6000 |®@-®® Data Entry: Initial Entry
(UTC-03:00) City of BRVNNS8

Buenos Aires

5.c

Date L ocation User Value Reason
Jan-05-2021 15:14:07 ACVOPFEINFPG00Q |®@-®® Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BPTBRO

Buenos Aires

5.c Sample ID

Date L ocation User Value Reason
Jan-05-2021 15:14:07 ACVOPFEINFP6000Q |®@-®® Data Entry: Initial Entry
(UTC-03:00) City of BPTBRO

Buenos Aires

5.d

Date L ocation User Value Reason
Mar-06-2021 11:15:34 ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample ID: BRVNN9

Buenos Aires

5.d Sample D

Date L ocation User Value Reason
Mar-06-2021 11:15:34 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BRVNN9

Buenos Aires
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Header Text: C4591001

Visit on Feb/13/2021

Site No: 1231

Subject No: 12311352

Form Version: 22-Apr-2020 21:04

Generated By: (b) (4)

Visit: POT_COVID_CONVA 3 - Unscheduled  Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Feb-13-2021 11:52:42 ACVOPFEINFPG000Q |®@-®@ Data Entry: Initial Entry
(UTC-03:00) City of Feb/13/2021
Buenos Aires
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Feb-13-2021 11:52:42 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of CovID D1
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 3 - Unscheduled

Visit on Feb/13/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-13-2021 11:52:51 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Feb-13-2021 11:52:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Feb-17-2021 12:40:38 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Feb-15-2021 08:23:52 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened '‘Sample Collected?

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

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

Feb-13-2021 11:52:51 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?

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

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

Feb-13-2021 11:52:51 ACVOPFEINFPE000 |®@@-®® Data Entry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires Date of Collection:

Feb/13/2021
5.a
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Header Text: C4591001

Visit: POT_COVID_CONVA 3 - Unscheduled
Visit on Feb/13/2021

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

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

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

Subject No: 12311352

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Date L ocation User Value Reason
Feb-17-2021 12:40:38 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sample |D: BRM8ND

Buenos Aires

5.a Sample D

Date L ocation User Value Reason
Feb-17-2021 12:40:38 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of BRMS8ND

Buenos Aires

5.b

Date L ocation User Value Reason
Feb-17-2021 12:41:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sample ID: BRYPSG

Buenos Aires

5.b SampleID

Date L ocation User Value Reason
Feb-17-2021 12:41:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of BRYPSG

Buenos Aires

5.c

Date L ocation User Value Reason
Feb-17-2021 12:42:03 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sample ID: BS1V8F

Buenos Aires

5.c Sample D

Date L ocation User Value Reason
Feb-17-2021 12:42:03 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of BS1VS8F

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-09-2020 20:59:10 ACVOPFEINFP6000 |®@®© Data Entry: Initial Entry
(UTC-03:00) City of Oct/2/2020
Buenos Aires
2. Phase of Disposition:
Date Location User Value Reason
Oct-09-2020 20:59:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | VACCINATION
Buenos Aires
3. Status:
Date L ocation User Value Reason
Oct-09-2020 20:59:10 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of COMPLETED
Buenos Aires
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Form: DATE OF VISIT - eCRF Audit Trail History

Unscheduled

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-13-2021 12:17:17 ACVOPFEINFP6000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of Feb/13/2021

Buenos Aires
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1231

Subject No: 12311352
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE -

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 16:45

Back to Form

1. Consent Was.
Date L ocation User Value Reason
Feb-13-2021 12:17:28 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of OBTAINED
Buenos Aires Date Written Consent Obtained
Feb/13/2021
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-13-2021 12:19:18 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Feb-13-2021 12:19:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) | SERUM

3. Sample Collected?

Date L ocation User Value Reason
Feb-13-2021 12:19:18 ACVOPFEINFPG000 |P®®© Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Feb-13-2021 12:19:18 ACVOPFEINFPG000 |®®®®© Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Sample collected in the conval escen
cevisit today.
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT -

Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-13-2021 12:55:54 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Feb-13-2021 12:55:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Feb-17-2021 10:58:55 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

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

Buenos Aires

Feb-15-2021 08:23:52 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened ‘Sample Collected?

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

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

Feb-13-2021 12:55:54 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample Collected?

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

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

Feb-13-2021 12:55:54 ACVOPFEINFP6000 |(b)(4). (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires Date of Collection:

Feb/13/2021
5a
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12311352

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 16:45
Date L ocation User Value Reason
Feb-17-2021 10:58:55 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BRM8N3
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Feb-17-2021 10:58:55 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of BRM8N3
Buenos Aires
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled

Visit on Feb/24/2021

Form Version: 14-Jan-2021 02:22

Site No: 1231

Subject No: 12311352

Generated By: (b) (4)

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 16:45

Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE - eCRF

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-26-2021 11:14:49 ACVOPFEINFPG000 |®®@:®® Data Entry: Initial Entry
(UTC-03:00) City of Feb/24/2021

Buenos Aires

3. COVID-19 Surveillance Visit:

Date L ocation User Value Reason
Feb-26-2021 11:14:49 ACVOPFEINFP6000 |®®.®@® Data Entry: Initial Entry
(UTC-03:00) City of SSWAB_WEEK2

Buenos Aires
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Header Text: C4591001

Visit on Feb/24/2021

SiteNo: 1231

Subject No: 12311352

Visit: V202_SURVEIL_SWAB 1 - Unscheduled

Form Version: 10-Oct-2020 15:57

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - 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 16:45
Back to Form
1. Data Origin
Date L ocation User Value Reason
Feb-26-2021 11:15:19 ACVOPFEINFPE000 |autocelc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Feb-26-2021 11:15:19 ACVOPFEINFP6000 |®@:® € Data Entry: Initial Entry
(UTC-03:00) City of NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Feb-26-2021 11:15:42 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-26-2021 11:15:19 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Feb-26-2021 11:15:19 ACVOPFEINFP6000 |®@-®® Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Feb/24/2021
5.a
Date L ocation User Value Reason
Feb-26-2021 11:15:42 ACVOPFEINFPE000 |®@ &)@ Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BRMCRV
Buenos Aires
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled

Visit on Feb/24/2021

Form Version: 10-Oct-2020 15:57

SiteNo: 1231

Subject No: 12311352

Form: ELECTRONIC SAMPLE TRACKING - REPEAT 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 16:45
(b) (4), (b) (6)

5.a Sample D
Date L ocation User Value Reason
Feb-26-2021 11:15:42 ACVOPFEINFP6000 |®®.®@® Data Entry: Initial Entry
(UTC-03:00) City of BRMCRV
Buenos Aires
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Header Text: C4591001

Visit on Mar/08/2021

Site No: 1231

Subject No: 12311352

Visit: V202_SURVEIL_SWAB 2 - Unscheduled

Form Version: 14-Jan-2021 02:22

Generated By: (b) (4)

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 16:45

Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE - eCRF

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-09-2021 14:48:55 ACVOPFEINFPE000 |®®-®E Data Entry: Initial Entry
(UTC-03:00) City of Mar/8/2021

Buenos Aires

3. COVID-19 Surveillance Visit:

Date L ocation User Value Reason
Mar-09-2021 14:48:55 ACVOPFEINFPE000 |®®.®1E Data Entry: Initial Entry
(UTC-03:00) City of SSWAB_WEEK4

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled

Visit on Mar/08/2021

Form Version: 10-Oct-2020 15:57

SiteNo: 1231

Subject No: 12311352

Form: ELECTRONIC SAMPLE TRACKING - REPEAT 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 16:45
Back to Form
1. Data Origin
Date L ocation User Value Reason
Mar-09-2021 14:49:17 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-09-2021 14:49:17 ACVOPFEINFP6000 |®®:-® € Data Entry: Initial Entry
(UTC-03:00) City of NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Mar-09-2021 14:50:05 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-09-2021 14:49:17 ACVOPFEINFP6000 | auto query Query 1. Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Mar-09-2021 14:49:17 ACVOPFEINFP6000 |®@-®® Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Mar/8/2021
5.a
Date L ocation User Value Reason
Mar-09-2021 14:50:05 ACVOPFEINFPE000 |®@-®1E Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BR22BH
Buenos Aires
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Header Text: C4591001

Visit on Mar/08/2021

SiteNo: 1231

Subject No: 12311352

Visit: V202_SURVEIL_SWAB 2 - Unscheduled

Form Version: 10-Oct-2020 15:57

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - 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 16:45
(b) (4), (b) (6)

5.a Sample D
Date L ocation User Value Reason
Mar-09-2021 14:50:05 ACVOPFEINFP6000 |®®.®@® Data Entry: Initial Entry
(UTC-03:00) City of BR22BH
Buenos Aires
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Header Text: C4591001

Visit: Potential ReVax Initia Contact -
Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

Form: DATE OF VISIT - 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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-08-2021 12:58:39 ACVOPFEINFPG000 | ® ). (®)(®) Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Mar/8/2021
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

Form: FURTHER VACCINATION CONFIRMATION - 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 16:45

Back to Form

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

Date L ocation User Value Reason
Mar-08-2021 12:59:05 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-08-2021 12:58:51 ACVOPFEINFP6000 | auto query Query 1: Candidate The response
(UTC-03:00) City of (autoquery) indicates participant
Buenos Aires was unblinded,
however the
TREATMENT
UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.
Mar-08-2021 12:58:51 ACVOPFEINFPE000 | ® ). () (6) Data Entry: Initial Entry
(UTC-03:00) City of Participant iswilling to return for
Buenos Aires Vaccination 3
Participant is:
eligible per other protocol alo
wance(s) and confirmed to have
received only placebo at Vaccin
ation 1/2
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Header Text: C4591001

Visit: V101 VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-10-2021 14:27:46 ACVOPFEINFPG000 |(0)(4), () (6) | DataEntry: Initial Entry
(UTC-03:00) City of Mar/10/2021

Buenos Aires

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)
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Header Text: C4591001

Visit: V101 VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Consent Was.
Date L ocation User Value Reason
Mar-10-2021 14:27:56 ACVOPFEINFPG6000 |(b) (). (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of OBTAINED
Buenos Aires Date Written Consent Obtained

Mar/10/2021
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER 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 16:45

Back to Form

1. Date of Completion/Discontinuation/Desath :

Date L ocation User Value Reason
Mar-10-2021 14:28:21 ACVOPFEINFPG6000 |(b) (). (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Mar/10/2021

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Mar-10-2021 14:28:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | REPEAT SCREENING 1

Buenos Aires

3. Status:

Date L ocation User Value Reason
Mar-10-2021 14:28:21 ACVOPFEINFPG000 |(0)(4), () (6) | DataEntry: Initial Entry
(UTC-03:00) City of COMPLETED

Buenos Aires
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 20-Feb-2021 02:14

SiteNo: 1231

Subject No: 12311352

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 16:45
Back to Form

1. Lab Panel:

Date L ocation User Value Reason
Mar-10-2021 14:28:32 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALYSIS

Buenos Aires

2. Lab Sub-Panel:

Date L ocation User Value Reason
Mar-10-2021 14:28:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | PREGNANCY

Buenos Aires

3. Collection Date:

Date L ocation User Value Reason
Mar-10-2021 14:28:32 ACVOPFEINFP6000 |(b) @, (b)) |DataEntry: Initial Entry
(UTC-03:00) City of Mar/10/2021

Buenos Aires

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Mar-10-2021 14:28:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | STUDY SITE

Buenos Aires

5. Specimen Type:

Date L ocation User Value Reason
Mar-10-2021 14:28:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE

Buenos Aires

6.a

Date L ocation User Value Reason
Mar-10-2021 14:28:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 20-Feb-2021 02:14

SiteNo: 1231

Subject No: 12311352

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 16:45
Buenos Aires Sponsor -Define 113

d Identifier:

Test:: Choriogonadotrop

in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor |1D:
Date L ocation User Value Reason
Mar-10-2021 14:28:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Mar-10-2021 14:28:32 ACVOPFEINFP6000 |(®)@4).(®) () |DataEntry: Initial Entry
(UTC-03:00) City of Choriogonadotropin Beta PX113
Buenos Aires
6.a Result:
Date L ocation User Value Reason
Mar-10-2021 14:28:32 ACVOPFEINFP6000 |(®)@).(®) () |DataEntry: Initial Entry
(UTC-03:00) City of NEGATIVE
Buenos Aires
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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: ---

(UTC-03:00) City of
Buenos Aires

SampleID: BRYXFR

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
1. Data Origin
Date L ocation User Value Reason
Mar-10-2021 14:28:42 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-10-2021 14:28:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Mar-10-2021 15:16:36 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-10-2021 14:28:42 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sampl e Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Mar-10-2021 14:28:42 ACVOPFEINFP6000 |(®)#.()(6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Mar/10/2021
5.a
Date L ocation User Value Reason
Mar-10-2021 15:16:36 ACVOPFEINFPG000 |P®®® Data Entry: Initial Entry

*** Confidential***
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

5.a SampleID

Date L ocation User Value Reason
Mar-10-2021 15:16:36 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
(UTC-03:00) City of BRYXFR

Buenos Aires

5.b

Date L ocation User Value Reason
Mar-10-2021 15:40:35 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sample | D: BR1P1S

Buenos Aires

5.b Sample D

Date L ocation User Value Reason
Mar-10-2021 15:40:35 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of BR1P1S

Buenos Aires

5.c

Date Location User Value Reason
Mar-10-2021 18:09:25 ACVOPFEINFPE000 |®) @), () (6) Data Entry: Initial Entry
(UTC-03:00) City of SampleID: BRYF2S

Buenos Aires

5.c Sample D

Date L ocation User Value Reason
Mar-10-2021 18:09:25 ACVOPFEINFPE000 |®) (). () (6) Data Entry: Initial Entry
(UTC-03:00) City of BRYF2S

Buenos Aires
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45
Back to Form
1. Data Origin
Date L ocation User Value Reason
Mar-10-2021 14:28:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-10-2021 14:28:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Mar-10-2021 17:05:03 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-10-2021 14:28:53 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sampl e Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Mar-10-2021 14:28:53 ACVOPFEINFP6000 |(®)#.()(6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Mar/10/2021
5.a
Date L ocation User Value Reason
Mar-10-2021 17:05:03 ACVOPFEINFPE000 |®) (). (®)(6) Data Entry: Initial Entry
(UTC-03:00) City of Sample ID: BRIPMP
Buenos Aires
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311352

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 16:45

5.a SampleID

Date L ocation User Value Reason
Mar-10-2021 17:05:03 ACVOPFEINFP6000 | ® (). (®)(6) Data Entry: Initial Entry
(UTC-03:00) City of BR1PMP

Buenos Aires
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12311352
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 16:45

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFPE000 |(®) @), (b)(6) | Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BNT162b2

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |INJECTION

Buenos Aires

4, Dose Date Time:

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFP6000 |(b) 4. (b)) |DataEntry: Initial Entry
(UTC-03:00) City of Mar/10/2021 12:10

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFPG000 |(0)(4), () (6) | DataEntry: Initial Entry
(UTC-03:00) City of LEFT

Buenos Aires
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12311352

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 16:45

7. Route:

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

8. Actual Dose:

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30.0

Buenos Aires

9. Unit:

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |ug

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES

Buenos Aires

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

administration?

Date L ocation User Value Reason
Mar-10-2021 14:29:08 ACVOPFEINFPE000 |(®)@4).(b)(6) | Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Date L ocation User Value Reason

Aug-31-2020 16:23:47 ACVOPFEINFPE000 |® @: ®©) Form Undeleted Transcription

(UTC-03:00) City of Error

Buenos Aires

Aug-31-2020 15:02:05 ACVOPFEINFPG6000 |® @ ®)© Form Deleted Transcription

(UTC-03:00) City of Error

Buenos Aires

Aug-22-2020 20:15:28 ACVOPFEINFP6000 (®®:® € Form Created

(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Form Created

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

Buenos Aires
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Date L ocation User Value Reason
Oct-16-2020 18:16:38 ACVOPFEINFP600Q |?@®®© Form Created
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

(UTC-03:00) City of
Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Category:

Date L ocation User Value Reason

Aug-28-2020 08:57:02 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-03:00) City of Bouguermouh query

Buenos Aires (b) (4)

Aug-24-2020 10:33:33 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: The subject has

(UTC-03:00) City of Bouguermouh a SAE of Fever,

Buenos Aires (b) (4) Myalgia, and Dry
cough, 6 day after
dose 1. Inthe
investigator's
opinion, please
confirmif the
clinical pictureis
more indicative of a
possible COVID-19
illness than vaccine
reactogenicity.

Aug-22-2020 20:15:28 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) ADVERSE EVENT

Buenos Aires

2.AEID:

Date L ocation User Value Reason

Aug-22-2020 20:15:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |1

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Sep-20-2020 04:24:41 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 5: Closed Response satisfies query

Sep-18-2020 18:34:11
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | auto query

(autoquery)

Query 5: Answered

Transcription Error
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Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - 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 16:45

Sep-18-2020 18:34:11
(UTC-03:00) City of

ACVOPFEINFP6000

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

Data Entry:
Flu like syndrome

Transcription Error

Buenos Aires

Sep-10-2020 07:12:20 | ACVOPFEINFPE000 |/ (b) (4), (b) (6) Query 5: Opened SAE RECON:

(UTC-03:00) City of AER#2020327610.The

Buenos Aires term was updated in AE
CRFto FLU
SYNDROME, however,
in Safety database the
term reported was FLU
LIKE SYNDROME'.
Please verify. To update
termin SDB, please
submit afollow up AEM
form.

Sep-09-2020 13:57:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 4: Closed Response satisfies query

(UTC-03:00) City of

Buenos Aires

Sep-09-2020 13:30:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information

(UTC-03:00) City of Flu syndrome

Buenos Aires

Sep-07-2020 11:45:03
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 4: Answered

Thereisno information
on whether influenza
testing was performed
during hospitalization.
Thank you.

Sep-02-2020 14:44:40 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 4: Opened Clinical: Please submit

(UTC-03:00) City of followup SAE form

Buenos Aires (AER #202032761) to
clarify if influenza
testing was performed,
including results, for this
subject

Aug-31-2020 15:02:05 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Deleted Transcription Error

(UTC-03:00) City of
Buenos Aires

Aug-27-2020 10:15:07
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 3: Reissued:Candidat
e

For PSSR review to
confirm if afollow up
AEM form was received

Aug-26-2020 17:08:14
(UTC-03:00) City of

ACVOPFEINFP6000

Samuel Dychter
(b) (4)

Query 2: Closed

Response satisfies query
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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 16:45

Buenos Aires

Aug-26-2020 12:13:59 | ACVOPFEINFP6000 | () (4). (b) (6)

(UTC-03:00) City of
Buenos Aires

Query 3: Answered

In thelast follow up, we
have all ready changed
the term to febrile
syndrome

Aug-26-2020 04:48:59 | ACVOPFEINFPG000 | (b) (4); (b) (6)

(UTC-03:00) City of
Buenos Aires

Query 3: Opened

SAE RECON: AER#
202032761.The term was
updated in AE CRF to
FEBRILE SYNDROME,
however, in Safety
database the term
reported was
'HOSPITALIZATION
BECAUSE OF
FEVER,MYALGIA,DRY
COUGH'. Please verify.
To update term in SDB,
please submit afollow up
AEM form.

Aug-26-2020 04:45:03 | ACVOPFEINFPE000 |[(b) (4); (b) (6)

(UTC-03:00) City of
Buenos Aires

Query 1: Closed

Reported in SDB under
2020327610

Aug-25-2020 17:51:00 | ACVOPFEINFP6000 |(b) (4), (b) (6)

(UTC-03:00) City of
Buenos Aires

Data Entry:
febrile syndrome

Transcription Error

Aug-25-2020 17:43:37 | ACVOPFEINFPG000 | auto query

(UTC-03:00) City of
Buenos Aires

(autoquery)

Query 2: Answered

Transcription Error

Aug-25-2020 17:43:37 | ACVOPFEINFP6000 |(b) (4). (b) (6)

(UTC-03:00) City of
Buenos Aires

Data Entry:
Syndrome febrile

Transcription Error

Aug-24-2020 20:38:56 | ACVOPFEINFP6000 | Mabel Berrueta

(UTC-03:00) City of
Buenos Aires

(b) (4)

Query 1: Answered

I confirmitis SAE and
was reported on SAE
Report form. Thank you

Aug-24-2020 18:16:16 | ACVOPFEINFP6000 | Samuel Dychter | Query 2: Opened GPDClin: Please change
(UTC-03:00) City of (b) (4) the AE term to aclinical
Buenos Aires diagnosis when available.
Aug-24-2020 06:16:30 | ACVOPFEINFP6000 | (b) (4), (b) (6) |Query 1: Opened SAE RECON:

(UTC-03:00) City of
Buenos Aires

Hospitalization(Onset
date:20Aug2020) is not
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Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - 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 16:45

reported on SAE Report
Form but marked serious
on AE CRF. Confirm
seriousness and report to
Pfizer immediately. If
this event is not serious,
downgrade the event on
AE CRF.

Aug-22-2020 20:15:28 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Hospitalization

Buenos Aires

4, Start Date Time:

Date L ocation User Value Reason
Sep-22-2020 08:01:18 | ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 3: Closed Response satisfies

(UTC-03:00) City of

query

Buenos Aires

Sep-21-2020 12:36:17 ACVOPFEINFP6000 | auto query Query 3: Answered New Information
(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-21-2020 12:36:17 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of Aug/20/2020 20:00

Buenos Aires

Sep-20-2020 10:26:33 | ACVOPFEINFP6000 | (b) (4), (b) (6) |Query 3: Opened SAE RECON:
(UTC-03:00) City of AER#2020327610
Buenos Aires

Sep-01-2020 16:44:59 ACVOPFEINFPE000 | Salim Query 2: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query

Buenos Aires (b) (4)

Sep-01-2020 16:22:29
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 2: Answered

This subject was
enrolled with
amendment 4 and as
he required
hospitalization he
was considered an
SAE. Thank you.

Aug-31-2020 20:40:32
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

Salim
Bouguermouh

(b) (4)

Query 2: Reissued:Opened

Clin: Per protocol
Amendment 5 -
Section 8.3.7.,
COVID-19 related
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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 16:45

event “Febrile
syndrome” does not
qualify as AE and
please should be
documented only on
the COVID llIness
CRF page and should
not be captured on
the AE CRF page

Aug-31-2020 15:02:05 | ACVOPFEINFP6000 |auto query Query 2: Answered Transcription Error

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

Buenos Aires

Aug-31-2020 12:19:02 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Aug-28-2020 15:06:21 | ACVOPFEINFP6000 | Salim Query 2: Opened Clin: Per protocol

(UTC-03:00) City of Bouguermouh Amendment 5 -

Buenos Aires (b) (4) Section 8.3.7,,
COVID-19related
event “Febrile
syndrome” does not
qualify asAE and
please should be
documented only on
the COVID lllIness
CRF page and should
not be captured on
the AE CRF page.

Aug-28-2020 14:05:51 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

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

Buenos Aires

Aug-28-2020 14:05:51 | ACVOPFEINFPG000 |®®®® Data Entry: Transcription Error

(UTC-03:00) City of Aug/21/2020 20:00

Buenos Aires

Aug-27-2020 15:42:24 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened According the source

(UTC-03:00) City of data, start date time

Buenos Aires was 21/Aug/2020
20:00, please verify
and correct

Aug-26-2020 20:23:27 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of Aug/21/2020 13:00

Buenos Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352

Form: ADVERSE EVENT REPORT - 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 16:45

Aug-24-2020 20:37:42 | ACVOPFEINFP6000 |Mabel Berrueta | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Aug/21/2020 20:00

Buenos Aires

Aug-22-2020 20:15:28 | ACVOPFEINFP6E000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Aug/20/2020 20:00

Buenos Aires

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Dec-01-2020 17:58:36 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 2: Closed Response satisfies

(UTC-03:00) City of

query

Buenos Aires
Nov-27-2020 14:31:54 ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-27-2020 14:31:54 | ACVOPFEINFP6000 |®@®®© Data Entry: New Information
(UTC-03:00) City of NO
Buenos Aires End Date Time:
Aug/28/2020 UNK:UNK
Nov-27-2020 05:16:48 ACVOPFEINFP6000 | Juleen Gayed Query 2: Opened Clin: Please confirm
(UTC-03:00) City of (b) (4) end date of this SAE
Buenos Aires as according to the
medical report
provided this AE
did not resolve until
28/Aug/2020
Aug-27-2020 15:40:23 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

(UTC-03:00) City of
Buenos Aires

query

Aug-26-2020 20:26:20 ACVOPFEINFP6000 | auto query Query 1. Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-26-2020 20:26:20 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of NO
Buenos Aires End Date Time:
Aug/22/2020 00:00
Aug-26-2020 15:12:26 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Opened According the

(UTC-03:00) City of

medical chart, the
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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 16:45

Buenos Aires

AEisNOT till
ongoing, please
verify and correct

Aug-22-2020 20:15:28 ACVOPFEINFP6000
(UTC-03:00) City of
Buenos Aires

(b) (4), (b) (6) Data Entry: Initial Entry
YES

Page 570 of 588

*** Confidential***
FDA-CBER-2021-5683-0861135




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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 16:45

Back to Form

6. Toxicity Grade:

Date L ocation User Value Reason
Aug-22-2020 20:15:28 ACVOPFEINFP6000 |®®.®® Data Entry: Initial Entry
(UTC-03:00) City of 3

Buenos Aires

7. |sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization

or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Aug-26-2020 11:37:24 ACVOPFEINFPE000 |®@@®® Query 2: Closed Response satisfies
(UTC-03:00) City of query

Buenos Aires

Aug-25-2020 20:06:32 ACVOPFEINFP6000 | Mabel Berrueta | Query 2: Answered It is serious, because
(UTC-03:00) City of (b) (4) the subject needs
Buenos Aires hospitalization.

Serious Adverse
Event Number: For

Pfizer Use Only.

Please advise.
Aug-25-2020 17:57:02 ACVOPFEINFPE000 |®@@®® Query 2: Opened For AE febrile
(UTC-03:00) City of syndrome: Response
Buenos Aires to"Isthe adverse

event serious?’ is
'Yes' but "Serious
Adverse Event

Number" is blank.

Aug-25-2020 17:51:00 ACVOPFEINFP6000
(UTC-03:00) City of
Buenos Aires

auto query Query 2: Candidate For AE febrile
(autoquery) syndrome: Response
to "Isthe adverse
event serious?" is
'Yes but " Serious
Adverse Event
Number" is blank.
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311352

Form: ADVERSE EVENT REPORT - 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 16:45

Aug-25-2020 17:43:37 ACVOPFEINFP6000 | auto query Query 2: Candidate For AE Syndrome

(UTC-03:00) City of (autoquery) febrile: Response to

Buenos Aires "Is the adverse event
serious?’ is'Yes but
"Serious Adverse
Event Number" is
blank.

Aug-25-2020 10:37:02 ACVOPFEINFPE000 |®@®® Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Aug-24-2020 20:29:03 ACVOPFEINFP6000 | Mabel Berrueta | Query 1: Answered Serious Adverse

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

Buenos Aires

Pfizer Use Only. We
cannot complete this
information. Thank
you

Aug-24-2020 10:18:34 ACVOPFEINFP6000
(UTC-03:00) City of
Buenos Aires

(DEWE) Query 1: Opened For AE
Hospitalization:
Response to "Isthe
adverse event
serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Aug-22-2020 20:15:28 ACVOPFEINFP6000
(UTC-03:00) City of
Buenos Aires

auto query Query 1: Candidate For AE

(autoquery) Hospitalization:
Response to "Isthe
adverse event
serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Aug-22-2020 20:15:28 ACVOPFEINFP6000
(UTC-03:00) City of
Buenos Aires

(b) (4), (b) (6) |DataEntry: Initial Entry
YES

Isthis serious event associated
with congenital anomaly or birt
h defect?

NO

Did this serious event result in
death?
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SiteNo: 1231

Subject No: 12311352
Generated By:

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

(b) (4)

Form: ADVERSE EVENT REPORT - 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 16:45

NO

Did this serious event require o
r prolong hospitalization?

YES
Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Isthis serious event life threate
ning?

NO

Other medically important seri
ous event

NO

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

Date L ocation User Value Reason
Aug-22-2020 20:15:28 ACVOPFEINFPE000 |®@:®)® Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Oct-21-2020 16:57:25 ACVOPFEINFP6000 |®@-®© Query 1: Closed Response satisfies
(UTC-03:00) City of query

Buenos Aires

Oct-20-2020 17:19:07 ACVOPFEINFP6000 |JulietaGelardi | Query 1: Answered The source
(UTC-03:00) City of (b) (4) document indicates
Buenos Aires that thereisno

information on
whether influenza
testing was carried
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

SiteNo: 1231

Subject No: 12311352
Generated By:

(b) (4)

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

out during
hospitalization, this
information will be

loaded in the
corresponding form.
Thank you

Oct-02-2020 16:08:40 ACVOPFEINFP6000 |®®:-®® Query 1: Reissued:Opened CLINQUERY Please

(UTC-03:00) City of submit afollowup

Buenos Aires SAE report with the
information that
influenza testing was
NOT doneinthe
hospital

Oct-02-2020 02:19:06 ACVOPFEINFPE000 | Mabel Berrueta | Query 1: Answered Influenza testing was

(UTC-03:00) City of (b) (4) not done

Buenos Aires

Sep-22-2020 11:46:32 ACVOPFEINFPE000 |®@-®© Query 1: Opened CLINQUERY Please

(UTC-03:00) City of confirm influenza

Buenos Aires testing (yes/no) in
hospital, and submit
afollowup SAE
report with this
information (yes/no
/unknown)

Sep-09-2020 13:31:35 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-03:00) City of NOT RELATED

Buenos Aires If Not Related to study treatme

nt(s), this event is due to:
OTHER
If Other, specify:

unknown

Aug-22-2020 20:15:28
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Data Entry:
NOT RELATED

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

If Other, specify:

Initial Entry
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Patient began with fever,
myalgiaand dry cough.

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason

Aug-22-2020 20:15:28 ACVOPFEINFP6000 |®®-®6 Data Entry: Initial Entry

(UTC-03:00) City of NOT APPLICABLE

Buenos Aires

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Sep-11-2020 10:26:14 ACVOPFEINFP6000 |®®®@© Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Sep-07-2020 11:43:18 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1. Answered The SAE concluded

(UTC-03:00) City of on August 21 and

Buenos Aires August 28, by
telephone
communication, the
subject reported
having occasional dry
cough, for which he
self-administered 16
mg bromhexine as
needed. Thank you.

Sep-05-2020 13:35:44 ACVOPFEINFPE000 |®®-®®©) Query 1: Opened According to medical

(UTC-03:00) City of records, subject

Buenos Aires receives bromhexine
16 mg PRN (as
needed). Please
verify and amend the
entry, if applicable.
Thank you!

Aug-22-2020 20:15:28 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation | User | Value Reason
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Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311352

Form: ADVERSE EVENT REPORT - 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 16:45

Aug-22-2020 20:15:28 ACVOPFEINFPE000 |®@:®)© Data Entry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

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

Date L ocation User Value Reason

Aug-27-2020 15:40:52 ACVOPFEINFP6000 |®®:®)® Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Aug-27-2020 08:53:17 ACVOPFEINFP6000 |auto query |Query 2: Closed Close Auto Query

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

Buenos Aires

Aug-27-2020 08:53:17 ACVOPFEINFP6000 |autoquery |[Query 1: Answered New Information

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

Buenos Aires

Aug-27-2020 08:53:17 ACVOPFEINFP6000 |®@.®® Data Entry: New Information

(UTC-03:00) City of RECOVERED/RESOLVED

Buenos Aires

Aug-26-2020 20:26:20 ACVOPFEINFP6000 |auto query | Query 2: Opened For AE febrile

(UTC-03:00) City of (autoquery) syndrome: Response

Buenos Aires to "What was the
outcome of this
adverse event?' is
'Not Recovered/Not
Resolved' but AE
End Date/Timeis
present.

Aug-26-2020 15:16:09 ACVOPFEINFPE000 |®@:®® Query 1: Opened According the

(UTC-03:00) City of medical chart and

Buenos Aires SAE form, the event
was recovering, date
of recovery was
22Aug2020, please
verify and correct

Aug-22-2020 20:15:28 ACVOPFEINFP6000 |®®:®® Data Entry: Initial Entry

(UTC-03:00) City of NOT RECOVERED/NOT RESOL

Buenos Aires VED

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

Date L ocation | User | Value Reason
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Form: ADVERSE EVENT REPORT - 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 16:45

Aug-22-2020 20:15:28 ACVOPFEINFP6000 |®® ®© Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Aug-26-2020 04:37:01 ACVOPFEINFPG000 |() (4. (b)(6) | Data Entry: Initial Entry
(UTC-03:00) City of 2020327610

Buenos Aires
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Visit: Logs - Unscheduled
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Site No: 1231

Subject No: 12311352

Form: ADVERSE EVENT REPORT - 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 16:45
Back to Form
1. Category:
Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT
Buenos Aires
2. AE ID:
Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |2
Buenos Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Vomiting
Buenos Aires
4. Start Date Time:
Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (@) Aug/29/2020 08:30
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (@) NO
Buenos Aires End Date Time:
Sep/1/2020 23:00

6. Toxicity Grade:
Date L ocation User Value Reason

Page 578 of 588

*** Confidential***
FDA-CBER-2021-5683-0861143




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled
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Generated By:
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(b) (4)

Form: ADVERSE EVENT REPORT - 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 16:45

Oct-02-2020 02:22:32
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Mabel Berrueta | Data Entry:

(b) (4)

1

Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NO
Buenos Aires
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NO
Buenos Aires
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NOT RELATED
Buenos Aires If Not Related to study treatment
(9), thisevent is due to:
OTHER
If Other, specify:
unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NOT APPLICABLE
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

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

Subject No: 12311352 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NO

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NO

Buenos Aires

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

Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) RECOVERED/RESOLVED

Buenos Aires

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

090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Date L ocation User Value Reason
Oct-02-2020 02:22:32 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NO
Buenos Aires
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SiteNo: 1231
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

Subject Initials; ---
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-16-2020 18:16:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2.AEID:

Date L ocation User Value Reason

Oct-16-2020 18:16:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Oct-16-2020 18:16:38 ACVOPFEINFP6000 |®®@®® Data Entry: Initial Entry

(UTC-03:00) City of high urinary infection

Buenos Aires

4, Start Date Time:

Date L ocation User Value Reason

Nov-10-2020 14:16:05 ACVOPFEINFP6000 | Marjorie Query 1: Closed Response satisfies

(UTC-03:00) City of Buonanno query

Buenos Aires (b) (4)

Nov-10-2020 08:31:11 ACVOPFEINFPE000 | ®) ). ®)(®) Query 1: Answered Antibiotics were

(UTC-03:00) City of started once study

Buenos Aires results were
available. Thanks

Nov-10-2020 03:19:39 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened GPD Clin: Please

(UTC-03:00) City of confirm onset date

Buenos Aires of Urinary tract
infection, it islisted
as 20 Aug20, yet
prior query
response states
subject was not

Page 581 of 588

FDA-CBER-2021-5683-0861146




090177e196ae2eb4\Final\Final On: 01-Apr-2021 03:21 (GMT)

Header Text: C4591001
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treated with
antibiotic until
160ct20 and AE
end date of

290ct20. Why
delay in treatment?

Nov-09-2020 16:53:33 ACVOPFEINFP6000 | Marjorie Query 1: Candidate GPD Clin: Please
(UTC-03:00) City of Buonanno confirm onset date
Buenos Aires (b) (4) of Urinary tract

infection, it islisted
as 20 Aug20, yet
prior query
response states
subject was not
treated with
antibiotic until
160ct20 and AE
end date of
290ct20. Why
delay in treatment?

Oct-16-2020 18:16:38 ACVOPFEINFPE000 || (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/20/2020 10:00
Buenos Aires

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Nov-06-2020 15:41:29 | ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of NO
Buenos Aires End Date Time:
Oct/29/2020 08:00
Oct-21-2020 10:07:39 ACVOPFEINFP6000 | Marjorie Query 1: Closed Response satisfies
(UTC-03:00) City of Buonanno query
Buenos Aires (b) (4)
Oct-20-2020 18:49:14 ACVOPFEINFPE000 |®@@-®® Query 1: Answered event till ongoing.
(UTC-03:00) City of subject started with
Buenos Aires antibiotics on oct
16th for one week
Oct-19-2020 14:52:43 ACVOPFEINFP6000 | Marjorie Query 1: Opened GPD Clin: Please
(UTC-03:00) City of Buonanno provide stop date
Buenos Aires (b) (4) for high urinary
tract infection with
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

SiteNo: 1231

Subject No: 12311352

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

Argerich
Subject Initials: ---

(UTC-03:00) City of
Buenos Aires

2

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
onset in August
2020
Oct-16-2020 18:16:38 ACVOPFEINFPE000 || (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
6. Toxicity Grade:
Date L ocation User Value Reason
Oct-16-2020 18:16:38 ACVOPFEINFP6000 |P@®® Data Entry: Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

*** Confidential***

Date L ocation User Value Reason
Oct-16-2020 18:16:38 ACVOPFEINFPE000 |P@@© Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Oct-16-2020 18:16:38 ACVOPFEINFP6000 |®®@®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Oct-16-2020 18:16:38 ACVOPFEINFPE000 |®®®@® Data Entry: Initial Entry
(UTC-03:00) City of NOT RELATED
Buenos Aires If Not Related to study treatment(s
), thisevent is dueto:
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SiteNo: 1231

Subject No: 12311352

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
OTHER
If Other, specify:
unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-16-2020 18:16:38 ACVOPFEINFP6000 |P@®® Data Entry: Initial Entry
(UTC-03:00) City of NOT APPLICABLE
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-16-2020 18:16:38 ACVOPFEINFP6000 |@®@®® Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-16-2020 18:16:38 ACVOPFEINFPG000 |®®®® Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-06-2020 15:41:49 ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-06-2020 15:41:49 ACVOPFEINFPG000 |®®®® Data Entry: New Information
(UTC-03:00) City of RECOVERED/RESOLVED
Buenos Aires
Nov-06-2020 15:41:29 ACVOPFEINFP6000 |auto query | Query 1: Opened For AE high urinary
(UTC-03:00) City of (autoquery) infection: Response to
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Visit: Logs - Unscheduled

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

Subject No: 12311352
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires

"What was the
outcome of this
adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
is present.

Oct-16-2020 18:16:38 ACVOPFEINFPE000 |®®®@® Data Entry: Initial Entry
(UTC-03:00) City of RECOVERING/RESOLVING

Buenos Aires

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

Date L ocation User Value Reason
Oct-16-2020 18:16:38 ACVOPFEINFP6000 |P@®® Data Entry: Initial Entry
(UTC-03:00) City of NO

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Mar-08-2021 12:59:05 ACVOPFEINFPE000 | ® (). (®)(6) Data Entry: Initial Entry
(UTC-03:00) City of Mar/8/2021

Buenos Aires

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Mar-08-2021 12:59:05 ACVOPFEINFPE000 |® ). (®)(6) Data Entry: Initial Entry
(UTC-03:00) City of ASSESSELIGIBILITY FOR ADD

Buenos Aires ITIONAL VACCINATION
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Argerich

Subject No: 12311352 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
1. Subject Status
Date L ocation User Value Reason
Oct-09-2020 20:59:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | FOLLOW-UP
Buenos Aires
Aug-15-2020 19:42:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ENROLLED/RANDOMIZED
Buenos Aires
Aug-15-2020 17:34:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENED
Buenos Aires
2. Subject Status Date
Date L ocation User Value Reason
Oct-09-2020 20:59:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Oct/2/2020
Buenos Aires
Aug-15-2020 19:42:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/15/2020
Buenos Aires
Aug-15-2020 17:34:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/15/2020
Buenos Aires
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1. Casebook Signature

Date L ocation User Value Reason
Oct-23-2020 18:54:00 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Click Hereto Enable
Buenos Aires
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