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Header Text: C4591001

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

Subject No: 12313674
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 20:20

eCRF Audit Trail History

Cohort Selection

option is equivalent to PHASE 2/3.

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3

*** Confidential***

1. | Select appropriate response - Protocol | 30 JUN 2020
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 2102
Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: MAIN INFORMED CONSENT

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/24/2020

Page 2 of 432
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Header Text: C4591001

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

Subject No: 12313674
Generated By: (b) (4

Form: DEMOGRAPHY

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Demography

Subject ID

[12313674]

Birth Date:

(b) (6) /1962

Sex:

FEMALE

HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

Race: (Check X al that apply):

WHITE

1
2
3
4. | Ethnicity:
5
6

Racial Designation:

*** Confidential***
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

Generated By:

(b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/24/2020
2. | Erroneous Visit
Page 4 of 432
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Site

Gen

Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:50

No: 1231

Subject No: 12313674

erated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Study €ligibility requires subjects to meet all inclusion criteria (Y ES) and Not meet exclusion criteria (NO).

Inclusion Criteria

1a || 1nclusion 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) INO1A00
1b |1 nclusion 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 useonly) | INO2A0O
L || 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) INO3A00
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

Criterion ID: (For Pfizer use only)

EXO01A00

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 12313674
Generated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

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 useonly) | EX02A00
2. || Exclusion Number: 3

Criterion Description:

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

Criterion met? NO
Criterion ID: (For Pfizer use only) EX03A00
2d || Exclusion Number: 4

Criterion Description:

Receipt of medications intended to prevent COVID-19

Criterion met? NO
Criterion ID: (For Pfizer useonly) | EX04A00
2.2 || Exclusion Number: 8

Criterion Description:

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

Criterion met? NO
Criterion ID: (For Pfizer use only) EX08A00
2f || Exclusion Number: 10

Criterion Description:

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

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX10A00

2.9 || Exclusion Number:

11

Criterion Description:

Women who are pregnant or breastfeeding

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX11A00

Page 6 of 432
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

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

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2h | Exclusion Number: 12

Criterion Description:

Previous vaccination with any coronavirus vaccine

Criterion met? NO
Criterion ID: (For Pfizer useonly) | EX12A00
21 1| Exclusion Number: 13
Criterion Description: Subjects who receive immunosuppressive therapy, such as cytotoxic agents or systemic
corticosteroids
Criterion met? NO
Criterion ID: (For Pfizer useonly) | EX13A01
2j || Exclusion Number: 15
Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60 days before study
intervention administration or planned receipt throughout the study
Criterion met? NO
Criterion ID: (For Pfizer useonly) | EX14A01
2K || Exclusion Number: 16
Criterion Description: Participation in other studies involving study intervention within 28 days prior to study
entry and/or during study participation
Criterion met? NO
Criterion ID: (For Pfizer useonly) | EX15A01
21 || Exclusion Number: 17
Criterion Description: Previous participation in other studies involving study intervention containing lipid
nanoparticles
Criterion met? NO
Criterion ID: (For Pfizer useonly) | EX16A01
2m || Exclusion Number: 22

Criterion Description:

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

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX21A01

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674
Generated By: (b) (4

Form: DISPOSITION - SCREENING

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/24/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4, | Specify Status: [1
Page 8 of 432
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 12313674
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Medical History Details

*** Confidential***

La|| Line/MH Number: [1]
Disease/Syndrome/Surgery [Sjogren syndrome]
/Non-Drug Allergies/Drug Allergies:

Start Date: Jul/7/1977
Ongoing: YES

1b || Ling/MH Number: 2]
Disease/Syndrome/Surgery [insomnig]
/Non-Drug Allergies/Drug Allergies:

Start Date: Jul/7/1990
Ongoing: YES

L6 || Line/MH Number: [2]
Disease/Syndrome/Surgery [pantobar emphysemal
/Non-Drug Allergies/Drug Allergies:

Start Date: 1
Ongoing: YES

Ld || Line/MH Number: [4]
Disease/Syndrome/Surgery [Right hip replacement surgery]
/Non-Drug Allergies/Drug Allergies:

Start Date: Dec/19/2018
Ongoing: NO
End Date:
Dec/19/2018
Page 9 of 432
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674
Generated By: (b) (4

Form: VITAL SIGNS- BASELINE

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/24/2020
2. | Weight: [66.0]
3. | Unit: kg
4. | Height: [167.0]
5. | Unit: cm
6. | Body Mass Index: [23.7]
Vital Signs Details
7a || Record Identifier: 1
Temperature; [36.1]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 10 of 432
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: LAB URINALYSIS - PREGNANCY TEST

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. | Lab Pand: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Aug/24/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 11 of 432
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674
Generated By: (b) (4

Form: RANDOMIZATION

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/24/2020
2. | Randomization Number: [238756]
3. | Randomization Group: [1
Page 12 of 432
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Site

Gen

Header Text: C4591001
Visit: V1_DAY1 VAX1_L
Form Version: 22-Apr-2020 21:03

No: 1231

Subject No: 12313674

erated By: (b) (4

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

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

Subject Initials: ---

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

eCR

F Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/24/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a ‘SampIeID ’[BPZD.JK]
5b ‘SampIeID ’[BPZDJL]
5¢ ‘SampIeID ’[BPZDJM]
5d ‘SampIeID ‘[BNV99W]
5e ‘SampIeID ’[BNVQQX]
S5f ‘SampIeID ‘[BNVQQY]
Page 13 of 432
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site

Subj
Gen

No: 1231

ect No: 12313674
erated By: (b) (4

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/24/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample 1D [BP24L3]
Page 14 of 432
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674
Generated By: (b) (4

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/24/2020 17:45
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |[Actua Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least YES
the protocol specified observation
period after investigational product
administration?
Page 15 of 432
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313674
Generated By: (b) (4

Form: REACTOGENICITY DIARY

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Reactogenicity Diary

1.

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

Page 16 of 432
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Header Text: C4591001
Visit: V2_VAX2_L

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

Subject No: 12313674
Generated By:

(b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Sep/13/2020
2. | Erroneous Visit
Page 17 of 432
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Header Text: C4591001
Visit: V2 VAX2_ L

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12313674
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs
1. |Date: Sep/13/2020
Vital Signs Details
2 || Record Identifier: 1
Temperature: [37.4]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 18 of 432
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: LAB URINALYSIS - PREGNANCY TEST

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. | Lab Pand: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Sep/13/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 19 of 432
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Header Text: C4591001
Visit: V2_VAX2_L
Form Version: 22-Apr-2020 21:03

Site

Subj
Gen

No: 1231

ect No: 12313674
erated By: (b) (4

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/13/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample 1D [BP2BXL]
Page 20 of 432
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Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12313674
Generated By: (b) (4

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/13/2020 15:58
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |[Actua Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least YES
the protocol specified observation
period after investigational product
administration?
Page 21 of 432
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Nov/26/2020
2. | Erroneous Visit
Page 22 of 432
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Site

Gen

Header Text: C4591001
Visit: V3_MONTH1 _POSTVAX2_ L
Form Version: 22-Apr-2020 21:03

No: 1231

Subject No: 12313674

erated By: (b) (4

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

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

Subject Initials: ---

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

eCR

F Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? NO
4. | If no sample was collected or sample | [Sampleis captured in the convalescence visit.]
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: V4_MONTH6_L

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

Subject No: 12313674
Generated By: (b) (4

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

Page 24 of 432
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Header Text: C4591001

Visit: V4_MONTH6_L

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

Subject No: 12313674

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
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 20:20
Electronic Sample Tracking
1. | DataOrigin
2. | Sample Type
3. | Sample Collected?
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.

Sample D [

*** Confidential***
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Header Text: C4591001

Visit: V5_MONTH12_L

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

Subject No: 12313674
Generated By: (b) (4

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

Page 26 of 432
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Header Text: C4591001

Visit: V5_MONTH12 L

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

Subject No: 12313674

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
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 20:20
Electronic Sample Tracking
1. | DataOrigin
2. | Sample Type
3. | Sample Collected?
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.

Sample D [

*** Confidential***
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Header Text: C4591001

Visit: V6_MONTH24_L

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

Subject No: 12313674
Generated By: (b) (4

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit
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Header Text: C4591001

Visit: V6_MONTH24 L

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

Subject No: 12313674

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
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 20:20
Electronic Sample Tracking
1. | DataOrigin
2. | Sample Type
3. | Sample Collected?
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.

Sample D [

*** Confidential***
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090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Oct/6/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A

Page 30 of 432
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Oct/06/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
eCRF Audit Trail History
Signs and Symptoms
1. | Date of Assessment: Oct/6/2020
2. | Date of First Symptom Started: Sep/30/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/16/2020
Symptoms
42|/ symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4c 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
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h 1| symptoms: DIARRHEA
Was symptom present? YES
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
Page 31 of 432
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Header Text: C4591001

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

Oct/06/2020
Form Version: 10-Oct-2020 16:02
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

5. Symptoms - Other Text:

Page 32 of 432
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12313674

Form: MICROBIOLOGY SPECIMEN

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

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Date qf Co | Specimen Typ | Specimen Cpllectl Assay Code and Description Device Type Form Instan
Ilection e on Location ce

1. | Oct/6/2020 | SWABBED M | NASOPHARYNX | SEVERE ACUTE RESP SYNDRO | SARS-COV-2DIAG Repeating
ATERIAL ME CORONAVIRUS 2 NOSTIC TEST Pages

2. | Oct/9/2020 | SWABBED M | NASOPHARYNX | SEVERE ACUTE RESP SYNDRO | SARS-COV-2 DIAG Repeating
ATERIAL ME CORONAVIRUS 2 NOSTIC TEST Pages

3. Oct/29/202 | SWABBED M | NASOPHARYNX | SEVERE ACUTE RESP SYNDRO | SARS-COV-2 DIAG Repeating

0 ATERIAL ME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

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 20:20

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection: Oct/6/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [1
9. | Trade Name Other, Specify: [1
Page 34 of 432
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090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

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 20:20

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Oct/9/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: OTHER
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: []
9. | Trade Name Other, Specify: [NALT unknown]
Page 35 of 432
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Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

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 20:20

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Oct/29/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMS IAMP COVID-19 DETECTION KIT
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: []
9. | Trade Name Other, Specify: [1
Page 36 of 432
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Oct/06/2020

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

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or sample | [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 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Oct/06/2020

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

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/6/2020
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BPXJTP|
Page 38 of 432
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Header Text: C4591001

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

Form Version: 10-Oct-2020 15:59
SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Health Care Utilization

1a || physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: NO
Lb || physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: NO
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts: YES
Number of Visits or Contacts:
(2
1d || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts: NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts: NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts: NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: []
Health Care Utilization
3. | Hasthe subject been hospitalized due | YES
to potential COVID-19 illness? Has the subject been in intensive care due to potential COVID-19 illness?
NO

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12313674

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 20:20
# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance
1. | HOSPITALIZATION STATUS HOSPITAL Oct/9/2020 NO Repeating Pages
Discharge Date:
Oct/10/2020
Page 40 of 432
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Header Text: C4591001

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

Form Version: 22-Apr-2020 2102
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: HOSPITALIZATION DETAILS

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. |Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: HOSPITAL
3. | Admission Date: Oct/9/2020
4. | Ongoing? NO
Discharge Date:
Oct/10/2020
Page 41 of 432
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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: 12313674 Subject Initials: ---

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

# | Treatment Identifier | Con Non-Drug Treatments Pre-specified | Treatment | Treatment | Start Date | Form Instance

1

[]

[] Repeating Pages

Page 42 of 432
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Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

Form: RESPIRATORY TREATMENT

Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Back to Form

Respiratory Treatment

1.

What is the treatment Identifier?

[]

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

Start Date:

I

ool k| w

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: ILLNESS DETAILS

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

Subject No: 12313674
Generated By: (b) (4

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis.
[Nonspecific pneumonitis.]

Date of Diagnosis:
Oct/9/2020

3. | Toxicity Grade:

Page 44 of 432
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12313674
Generated By: (b) (4

Form: ILLNESS DETAILS - SEVERE

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

Subject Initials: ---

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

# | Category of Clinical Event:

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

1

Repeating Pages

*** Confidential***
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Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

Form: ILLNESS DETAILS - SEVERE

Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Wasadiagnosis obtained?
4

Toxicity Grade:

Page 46 of 432
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SiteNo: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:49

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for Collectio | Specime Form Instan
# Lab Test Vendor Name n Date: n Type Lab Result ce
1. | CLINICAL CH | ClinicaZabala. 1295 C | Oct/9/202 | BLOOD Sponsor-Defin Res Repeating
329 C Reactive Protein | 3.87
_PX329
30 Alanine Aminotran |34
sferase_PX30
28 Aspartate Aminotra | 28
nsferase_PX28
35 Alkaline Phosphata | 69
se PX35
21 Bilirubin_PX21 0.17
[1 Blood Urea Nitroge |[ ]
n_PX47
[1 Creatinine_PX48 |[]
Page 47 of 432
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Oct/06/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. | Lab Pand: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [ClinicaZabala. 1295 Cabildo Ave, CABA]
3. | Coallection Date: Oct/9/2020
4. | Specimen Type: BLOOD
Lab Result
Sa || sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [3.87]
Not Done:
LNMT Low
(0]
High
[0.5]
Unit
mg/dL
5b Sponsor ID: [30]
Test: Alanine Aminotransferase_PX30
Result: [34]
Not Done:
LNMT Low
(5]
High
[34]
Unit
u/L
Page 48 of 432
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Oct/06/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5 || sponsor ID: [28]
Test: Aspartate Aminotransferase PX28
Result: [28]
Not Done;
LNMT Low
(0]
High
[55]
Unit
uU/L
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [69]
Not Done:
LNMT Low
[40]
High
(150]
Unit
uU/L
5 || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.17]
Not Done:
LNMT Low
[0.2]
High
(1]
Unit
mg/dL
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Header Text: C4591001

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

Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
S5f Sponsor ID: []
Test: Blood Urea Nitrogen PX47
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
5.9 || sponsor ID: [
Test: Creatinine_PX48
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
Page 50 of 432
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Subject No: 12313674

Header Text: C4591001

Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:51
Site No: 1231

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor Name (DERIVE | Collection | Specimen Form Instan
# Lab Test D) Date: Type Lab Result ce
1. |HEMATOLO | ClinicaZabala. 1295 Cabi | Oct/9/202 | BLOOD Sponsor-Define Res Repeating
GY Ido Ave, CABA 0 d I dentifier Test: ult: Pages
1 Hemoglobin_ | 12.9
PX1
2 Hematocrit_P | 37.7
X2
3 Erythrocytes_ [4.21
PX3
5 Platelets PX |340.
5 4
7 Leukocytes | 5810
PX7
608 Neutrophils_ | 3660
PX608 3
609 Eosinophils_ |232.
PX609 4
612 Monocytes P |406.
X612 7
610 Basophils P [58.1
X610
611 Lymphocytes | 1452
_PX611 5
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Header Text: C4591001

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

Oct/06/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology
1. | Lab Pand: HEMATOLOGY
2. | Laboratory Name and Address [ClinicaZabala. 1295 Cabildo Ave, CABA]
3. | Coallection Date: Oct/9/2020
4. | Specimen Type: BLOOD
Lab Result
54 || sponsor ID: [1
Test: Hemoglobin_PX1
Result: [12.9]
Not Done:
LNMT Low
[12]
High
[15]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX2
Result: [37.7]
Not Done:
LNMT Low
[35]
High
[49]
Unit
%
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/06/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5 || sponsor ID: [3]
Test: Erythrocytes PX3
Result: [4.21]
Not Done;
LNMT Low
(4]
High
[54]
Unit
10M2/L
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [340.4]
Not Done:
LNMT Low
(140]
High
[425]
Unit
10M9/L
5 || sponsor ID: (7]
Test: Leukocytes PX7
Result: [5810]
Not Done:
LNMT Low
[4500]
High
[11500]
Unit
JuL

*** Confidential***
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Header Text: C4591001

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

Oct/06/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313674

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5t || sponsor 1D: [608]
Test: Neutrophils_PX608
Result: [3660.3]
Not Done:
LNMT Low
[2905]
High
[4067]
Unit
/uL
59 || sponsor ID: [609]
Test: Eosinophils_PX609
Result: [232.4]
Not Done:
LNMT Low
(58]
High
[174]
Unit
/uL
5h || sponsor 1D: [612]
Test: Monocytes PX612
Result: [406.7]
Not Done:
LNMT Low
[116]
High
[639]
Unit
JuL
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/06/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.1 1/ sponsor 1D: [610]
Test: Basophils_PX610
Result: [58.1]
Not Done;
LNMT Low
(0]
High
[116]
Unit
fuL
51 || sponsor ID: [611]
Test: Lymphocytes PX611
Result: [1452.5]
Not Done:
LNMT Low
[1045]
High
[2440]
Unit
fuL
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12313674

Form: VITAL SIGNS - COVID

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

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
1 | Oct/9/2020 Record | dentifier: Systalic: Diastolic: Repedting Pages
1 120 70
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Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

Form: VITAL SIGNS- COVID

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

Argerich
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Oct/9/2020

Vital Signs Details

22 || Record Identifier: 1
Systolic: [120]
Diastolic: [70]
Respiratory Rate in [18]
respirations/minute:
Heart Rate in beatsminute: [98]
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12313674

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
1 | Oct/9/2020 Record | dentifier: Oxygen Saturation Repedting Pages
98.0
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR
Oct/06/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
eCRF Audit Trail History
Form Audit Trail
Vital Signs
1. |Date: Oct/9/2020
Vital Signs Details
2.2 || Record Identifier: 1
SPO2 Pulse Oximetry % [98.0]
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12313674
Generated By: (b) (4

Form: OXYGENATION PARAMETERS

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

Subject Initials: ---

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

# Date Time of Assessment

Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

1

[]

[] Repeating Pages
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Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

Form: OXYGENATION PARAMETERS

Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: 1

2. | Arterial Blood Gases PaO2 (mmHg): ([ ]

3. | FiO2 (Fraction of Inhaed Oxygen): [1

Page 61 of 432

*** Confidential***

FDA-CBER-2021-5683-0876476




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55

SiteNo: 1231

Subject No: 12313674

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Sponsor-Defined Ide | Category for Medic | Concomitant M edications Pre-s | Name of Medica | Start Da
# . . e . Form Instance
ntifier ation pecified tion te
L[] [] Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Oct/06/2020

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

Subject No: 12313674
Generated By: (b) (4

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Concomitant Medications

1.

What is the medication identifier?

[]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

I

Ongoing?

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

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12313674

Form: IMAGING

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

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Dateof | Location | Imagin Form Insta
# | Assessm | of Assess | g Meth Overall Assessment nce
ent ment od
1. | Oct/9/20 | CHEST CT SC |ABNORMAL Repeating
20 AN If abnormal, specify findings: Pages

Ground glass opacities in both centrally distributed lung fields. Multiple aden
opathiesin the adenomegalic range at the precarial and prevascular level and i
n both axillary holes.Panlobular emphysema
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Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

Form: IMAGING

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Oct/9/2020

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: CT SCAN

4. | Assessment: ABNORMAL

If abnormal, specify findings:

[Ground glass opacitiesin both centrally distributed lung fields. Multiple
adenopathies in the adenomegalic range at the precarial and prevascular level and in
both axillary holes.Panlobular emphysema]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Jan/19/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVvID_B
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Jan/19/2021
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
€CRF Audit Trail History
Signs and Symptoms
1. | Date of Assessment: Jan/19/2021
2. | Date of First Symptom Started: Jan/13/2021
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Feb/10/2021
Symptoms
42|/ symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? YES
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h 1| symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
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Header Text: C4591001

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

Jan/19/2021
Form Version: 14-Jan-2021 02:23
SiteNo: 1231

Subject No: 12313674

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5a || symptoms - Other Text: [Asthenid]
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12313674
Generated By: (b) (4

Form: MICROBIOLOGY SPECIMEN

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

Subject Initials: ---

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

Date of Co | Specimen Typ

# llection e

Specimen C.O”ec“ Assay Code and Description Device Type Form Instan
on Location ce

1. | Jan/19/202 | SWABBED M
1 ATERIAL

NASOPHARYNX | SEVERE ACUTE RESP SYNDRO [ SARS-COV-2 DIAG Repeating
ME CORONAVIRUS 2 NOSTIC TEST Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4

Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection: Jan/19/2021
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [1
9. | Trade Name Other, Specify: [1
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or sample | [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 2 - Unscheduled Visiton  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/19/2021
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BPWBJG]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674
Generated By:

(b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts:

NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

lc

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Health Care Utilization

3.

Has the subject been hospitalized due

to potential COVID-19 illness?

NO

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

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

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 20:20

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

Form Version: 22-Apr-2020 2102
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: HOSPITALIZATION DETAILS

Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Hospitalization Details

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

Visit: POT_COVID_ILL 2

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

Subject No: 12313674
Generated By: (b) (4

Form: RESPIRATORY TREATMENT

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

Subject Initials: ---

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

# | Treatment Identifier | Con Non-Drug Treatments Pre-specified | Treatment | Treatment | Start Date | Form Instance

1

Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4

Form: RESPIRATORY TREATMENT

Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Back to Form

Respiratory Treatment

1.

What is the treatment Identifier?

[]

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

Start Date:

I

ool k| w

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: ILLNESS DETAILS

Jan/19/2021
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis.
[Pharyngitis]

Date of Diagnosis:
Jan/13/2021

3. | Toxicity Grade:
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12313674
Generated By: (b) (4

Form: ILLNESS DETAILS - SEVERE

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

Subject Initials: ---

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

# | Category of Clinical Event:

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

1

Repeating Pages

*** Confidential***

Page 79 of 432

FDA-CBER-2021-5683-0876494




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4

Form: ILLNESS DETAILS - SEVERE

Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Wasadiagnosis obtained?
4

Toxicity Grade:
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Header Text: C4591001
Visit: POT_COVID_ILL 2

SiteNo: 1231

Subject No: 12313674

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Category for Lab | Vendor Na | Collection Da | Specimen Ty L ab Result Form Instance
Test me te: pe
1 Sponsor -Defined Ident | Test | Resul Repeating
ifier : t: Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Jan/19/2021
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Lab Chemistry Details

Lab Panel:

Laboratory Name and Address

[]

Collection Date:

I

PlwiDd|P

Specimen Type:

Lab Result

S || sponsor ID:

Test:

Result:

Not Done:

LNMT

Low

[]
High

Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Category for La | Vendor Name (DER | Collection D | Specimen T Form Instanc
# b Test IVED) ate: ype Lab Result e
1.

Sponsor -Defined Ide | Tes | Resul Repeating
ntifier t | t Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Jan/19/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Laboratory Data Hematology

Lab Panel:

Laboratory Name and Address

[]

Collection Date:

I

PlwiDd|P

Specimen Type:

Lab Result

S || sponsor ID:

Test:

Result:

Not Done:

LNMT

Low

[]
High

Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 2

SiteNo: 1231

Subject No: 12313674

Form Version: 21-Aug-2020 02:50

Form: VITAL SIGNS - COVID

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
L Record I dentifier: Systalic: Diastolic: Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Jan/19/2021

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: VITAL SIGNS- COVID

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Rate in
respirations/minute:

[]

Heart Rate in beats/minute;
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Header Text: C4591001
Visit: POT_COVID_ILL 2

SiteNo: 1231

Subject No: 12313674

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Argerich
Subject Initials: ---

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

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4

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 20:20

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 2

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

Subject No: 12313674
Generated By: (b) (4

Form: OXYGENATION PARAMETERS

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

Subject Initials: ---

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

# Date Time of Assessment

Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4

Form: OXYGENATION PARAMETERS

Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: 1

2. | Arterial Blood Gases PaO2 (mmHg): ([ ]

3. | FiO2 (Fraction of Inhaed Oxygen): [1
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Header Text: C4591001
Visit: POT_COVID_ILL 2

SiteNo: 1231

Subject No: 12313674

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Sponsor-Defined Ide | Category for Medic | Concomitant M edications Pre-s | Name of Medica | Start Da
# . . e . Form Instance
ntifier ation pecified tion te
1. Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Concomitant Medications

1.

What is the medication identifier?

[]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

I

Ongoing?

Page 92 of 432
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Header Text: C4591001
Visit: POT_COVID_ILL 2

SiteNo: 1231

Subject No: 12313674

Form: IMAGING

Form Version: 06-Jul-2020 21:53

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

Argerich
Subject Initials: ---

*** Confidential***

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

# Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance

1 Repesting Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12313674

Generated By:

(b) (4)

Form: IMAGING

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Imaging

1.

Date of Assessment:

I

Location of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:
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Header Text: C4591001

on Nov/26/2020
Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313674
Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Nov/26/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: COVID_Al
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
on Nov/26/2020

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

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/26/2020
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa ‘SampIeID ’[BRVPlV]
5b ‘SampIeID ‘[BP\NSSL]
5¢ ‘SampIeID ‘[BR\/PZ?]
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Header Text: C4591001

on Feb/24/2021
Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4)

Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit

1. | Date of Visit Feb/24/2021

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_B1
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
on Feb/24/2021

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

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/24/2021
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa ‘ Sample 1D ’ [BRZ16T]
5b ‘ Sample D ‘ [BR219X]
5c ‘ Sample ID ‘ [BRZ16B]
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Header Text: C4591001
Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1.

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: UNPLANNED VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Unplanned Assessments

1. | Assessments
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Header Text: C4591001

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

Subject No: 12313674
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 20:20

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Nov/26/2020
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
Page 101 of 432
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Header Text: C4591001

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

Subject No: 12313674
Generated By: (b) (4

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

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

Argerich
Subject Initials: ---

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

Disposition - Follow-Up

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

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [
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Header Text: C4591001

Unscheduled Visit

Visit: POT_COVID_REPEAT_SWAB - New

Form Version: 10-Oct-2020 15:57

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

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

Subject No: 12313674 Subject Initials: ---

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

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

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

Subject No: 12313674
Generated By: (b) (4

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

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

Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

S || sample 1D []
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SiteNo: 1231

Generated By:

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

Subject No: 12313674

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: VITAL SIGNS- TEMP

Form Status: Not Started

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

Subject Initials: ---

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

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature L ocation:
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Header Text: C4591001

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

Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: LAB URINALYSIS - PREGNANCY TEST

Form Status: Not Started

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

Subject Initials: ---

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

Lab Urinalysis

1. | Lab Pandl:

Lab Sub-Panel:

I

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

[]

5. | Specimen Type:

Lab Result

6. Sponsor ID: [1
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: 12313674
Generated By: (b) (4

Form: VACCINATION

Form Status: Not Started

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

Subject Initials: ---

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

Vaccination

1. | Wasthere atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

Wl | N sw]N

Unit:

=
©

Timeframe Subject Was Observed

[EnY
=

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

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

Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: C4591001

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

Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: C4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1.

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT - Unscheduled
Form Version: 14-Jan-2021 02:29

Site No: 1231

Subject No: 12313674
Generated By: (b) (4

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE
Form Status: Not Started

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

Subject Initials: ---

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

Informed Consent - Asymptomatic Surveillance

1. | Consent Was.
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Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313674

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 20:20
Electronic Sample Tracking
1. | DataOrigin
2. | Sample Type
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: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313674

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 20:20
Electronic Sample Tracking
1. | DataOrigin
2. | Sample Type
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
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Header Text: C4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

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

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

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

Subject No: 12313674
Generated By: (b) (4

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Header Text: C4591001
Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: () (@) Generated Time (GMT): 29-Mar-2021 20:20
# Category AE. !dent Adverse Event Start Date ! sthe_Adverse_z Event | Form Instan
ifier Still Ongoing ce
1 ADVERSE |1 Non-specific Pneumonitis Sep/29/2020 | NO Repeating
EVENT 15:30 End Date Time: Pages
Oct/10/2020 UNK:
UNK
2. ADVERSE |2 Left submaxillary sialadenitis Nov/3/2020 0 | NO Repeating
EVENT 8:00 End Date Time: Pages
Nov/9/2020 20:00
3. ADVERSE |3 Panlobar emphysema Oct/9/2020U | YES Repeating
EVENT NK:UNK Pages
4. ADVERSE |4 ENLARGEMENT OF MEDIAS | Oct/9/20201 | NO Repeating
EVENT TINAL LYMPH NODES 2:00 End Date Time: Pages
Dec/11/2020 18:00
5. ADVERSE |5 Bilateral axillary adenopathy Oct/9/20201 | YES Repeating
EVENT 2:00 Pages
6. DELETED | Not Applica | Not Appl | Not Applicable Not Applicabl | Not Applicable Repeating
ble icable e Pages
Page 117 of 432

*** Confidential***
FDA-CBER-2021-5683-0876532



090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Non-specific Pneumonitis] Comments
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/29/2020 15:30
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/10/2020 UNK:UNK
6. | Toxicity Grade: 2
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; I npatient NO
hospitalization or prolongation of
@.('St.l g hospltal!;atl on, Pers!stent or Did this serious event reguire or prolong hospitalization?
significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may — . . . -
jeopardize subject and may require ggéw.? s/ei::susa(e;/ter’l: result in persistent or significant
medical/surgical intervention to NO ylncapacity -
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
Page 118 of 432

*** Confidential***
FDA-CBER-2021-5683-0876533




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674

Form: ADVERSE EVENT REPORT

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

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For [2020394563]
Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

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

Argerich
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Left submaxillary sialadenitis]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/3/2020 08:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Nov/9/2020 20:00
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. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Siogren's syndrome]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4

Form: ADVERSE EVENT REPORT

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

Argerich
Subject Initials: ---

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

13.

What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

[]

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4)

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

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

Argerich
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Panlobar emphysema]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/9/2020 UNK:UNK
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 1
7. |Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. |Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study treatment: | NOT RELATED
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 given? | NO
12. | Was aNon-Drug Treatment given? NO
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4

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

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

Argerich
Subject Initials: ---

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

13.

What was the outcome of this adverse
event?:

NOT RECOVERED/NOT RESOLVED

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

[]

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

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

Argerich
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [ENLARGEMENT OF MEDIASTINAL LYMPH NODES]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/9/2020 12:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Dec/11/2020 18:00
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. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Non-specific Pneumonitis]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4

Form: ADVERSE EVENT REPORT

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

Argerich
Subject Initials: ---

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

13.

What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

[]

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete

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

Argerich
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(9]

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

[Bilateral axillary adenopathy]

Start Date Time:

Oct/9/2020 12:00

Isthe adverse event still ongoing?

YES

Toxicity Grade:

1

Njo|oa| s

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study treatment:

NOT RELATED

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

OTHER
If Other, specify:
[Non-specific Pneumonitis.]

10.

Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11

Was a Concomitant Medication given?

NO

12.

Was a Non-Drug Treatment given?

NO
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4

Form: ADVERSE EVENT REPORT
Form Status: Data Complete

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

Argerich
Subject Initials: ---

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

13.

What was the outcome of this adverse
event?:

NOT RECOVERED/NOT RESOLVED

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

[]

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4)

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

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

Argerich
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
Form Comments
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1.

Category:

Not Applicable

Comments

AEID:

Not Applicable

Comments

[]

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

Not Applicable

Comments

[]

Start Date Time:

Not Applicable

Comments

I

Isthe adverse event still ongoing?

Not Applicable

Comments

Toxicity Grade:

Not Applicable

Comments

Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

Not Applicable

Comments

Isthis adverse event the result of a
study Medication Error?

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

Not Applicable

Comments

Isthis event related to study treatment:

Not Applicable

Comments

10.

Latest Action Taken with Study
Treatment:

Not Applicable

Comments
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674

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

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

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
*** THISREPEATING FORM HASBEEN DELETED ***

11. | Was a Concomitant Medication given? | Not Applicable Comments
12. | Was aNon-Drug Treatment given? Not Applicable Comments
13. | What was the outcome of this adverse | Not Applicable Comments

event?.
14. | Did the adverse event cause the Not Applicable Comments

subject to be discontinued from the

study?
15. | Serious Adverse Event Number: For | Not Applicable Comments

Pfizer Use Only

[]
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Visit: Logs

Form Version: 17-Jul-2020 21:54

SiteNo: 1231

Subject No: 12313674

Form: MEDICATION ERROR

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Categor | Medication Err | Start Dat | Isthe medication error Still Ong | Study Medication ErrorsAct
# . : Form Instance
y or e oing ion
1. Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4

Form: MEDICATION ERROR

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Medication Error

1

Category:

2.

Medication Error (Type of Medication
Error):

Start Date:

I

Isthe medication error still ongoing?

Latest Action Taken with Study
Treatment:

Was a Concomitant Medication given?

Was aNon-Drug Treatment given?

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

Was this medication error associated
with any adverse events?

10.

Serious Adverse Event Number: For
Pfizer Use Only

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

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 20:20
Sponsor-Defined Ide | Category for Medic | Concomitant M edications Pre-s | Name of Medica | Start Da
# . . e . Form Instance
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Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4

Form: CONCOMITANT MEDICATIONS- NON STUDY VACCINATIONS
Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Date:

I
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Header Text: C4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

Form: CONCOMITANT MEDICATIONS - PROHIBITED

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Sponsor-Defined Id | Category for Medi | Concomitant Medications Pre | Name of Medic | Dose Descrip | Form Instanc
entifier cation -specified ation tion e
1. Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Concomitant M edications
1. | What isthe medication identifier? [1
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: []
Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: []
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?
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Header Text: C4591001

Visit: Logs

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

Subject No: 12313674
Generated By: (b) (4

Form: RADIATION TREATMENT

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

Subject Initials: ---

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

# | Category | Treatment Identifier

Con Non-Drug Treatments Pre-specified | Treatment | Start Date | Form Instance

1

Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313674
Generated By: (b) (4

Form: RADIATION TREATMENT
Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? [1

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

4. | Treatment: []

5. | Start Date: 1

6. | Ongoing?
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Header Text: C4591001

Visit: Logs

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

Subject No: 12313674

Form: TRANSFUSIONS

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

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Transfusion Type Date of Transfusion Form Instance
1 Repeating Pages
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Header Text: C4591001

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

Subject No: 12313674
Generated By:

(b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

I
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Header Text: C4591001

Visit: UNPLANNED_BOOSTER_CONTACT -
Unscheduled

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: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date of Visit
1. | Date of Visit 1

2. | Erroneous Visit
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Header Text: C4591001

Visit: UNPLANNED BOOSTER CONTACT -
Unscheduled

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

Subject No: 12313674
Generated By: (b) (4

Form: BOOSTER DOSE TRIGGER FORM

Form Status: Not Started

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

Subject Initials: ---

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

Booster Dose Trigger Form

1.

Select appropriate response - Will the
participant return for
consent/eligibility assessment for the
booster dose visit?
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Header Text: C4591001

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

Subject No: 12313674
Generated By: (b) (4

Form: TREATMENT UNBLINDED

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Treatment Unblinded

1.

Date Treatment Unblinded :

Feb/24/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled

SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form Version: 22-Apr-2020 21:03

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

I
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Header Text: C4591001

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

Subject No: 12313674

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 20:20
Death Details
1. | Date of Collection / Notification of 1
Death:
Cause of Death
2.

Cause of Death Status:

Cause of Death:
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Header Text: C4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Nov/26/2020
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Header Text: C4591001

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

Subject No: 12313674
Generated By: (b) (4

Form: CASEBOOK SIGNATURE FORM
Form Status: Data Complete, Signed, Veri

fied

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Here to Enable
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Audit Trail

Thisform requires signing by a member of each of the following signature groups:
e CRF_Sign

Name Signature Date Type Action

M eaning
(b) (6) Approved Mar-09-2021 10:57:10 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, || (b) (6) verify that all case report form pages accurately display the results of the

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic signature
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.

Page 147 of 432

*** Confidential***
FDA-CBER-2021-5683-0876562



090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

Form Version: 22-Apr-2020 2102
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: HOSPITALIZATION DETAILS - Comments

Form Status: Data Complete, Frozen

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

Subject Initials: ---

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

Back to Form

Item | Date User Comment
Form | Jan-25-2021 12:07:24 (UTC-03:00) City of Buenos |/(b) (4), (b) Not Applicable
Aires (6)
Page 148 of 432

*** Confidential***
FDA-CBER-2021-5683-0876563




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

Form Version: 22-Apr-2020 2102
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: HOSPITALIZATION DETAILS - Comments

Form Status: Data Complete, Frozen

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

Subject Initials: ---

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

Back to Form

Item

Date

User Comment

1

Jan-25-2021 12:07:24 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

Form Version: 22-Apr-2020 2102
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: HOSPITALIZATION DETAILS - Comments

Form Status: Data Complete, Frozen

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

Subject Initials: ---

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

Back to Form

Item

Date

User Comment

2

Jan-25-2021 12:07:24 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

Form Version: 22-Apr-2020 2102
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: HOSPITALIZATION DETAILS - Comments

Form Status: Data Complete, Frozen

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

Subject Initials: ---

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

Back to Form

Item

Date

User Comment

3

Jan-25-2021 12:07:24 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable

Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: HOSPITALIZATION DETAILS - Comments

Jan/19/2021

Form Version: 22-Apr-2020 2102 Form Status: Data Complete, Frozen

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

Item |Date User Comment

4 Jan-25-2021 12:07:24 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable

Aires
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Subject No: 12313674

Header Text: C4591001

Visit: Logs - Unscheduled

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

Argerich

Subject Initials: ---

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

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item |Date User Comment
3 Nov-14-2020 09:52:23 (UTC-03:00) City of Buenos | Santiago Adenopathies were not considered as a separate AE,
Aires Corradetti because they were diagnosed in context of an
(b) (4) infectious condition. It isonly an imaging finding,
expected in the context of a pneumonitis.
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: ADVERSE EVENT REPORT - Comments

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User

Comment

Form | Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos || (b) (4), (b) (6)

Aires

The form was opened by mistake

Not Applicable
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Generated By: (b) (4

Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

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: 12313674 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
1 Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos |/ (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
Page 155 of 432

FDA-CBER-2021-5683-0876570




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

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: 12313674 Subject Initials: ---

Generated By: (b) (4

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
2 Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos |/ (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Generated By: (b) (4

Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

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: 12313674 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
3 Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos |/ (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

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: 12313674 Subject Initials: ---

Generated By: (b) (4

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
4 Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos |/ (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Generated By: (b) (4

Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

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: 12313674 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
5 Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos |/ (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

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: 12313674 Subject Initials: ---

Generated By: (b) (4

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
6 Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos |/ (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Generated By: (b) (4

Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

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: 12313674 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
7 Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos |/ (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

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: 12313674 Subject Initials: ---

Generated By: (b) (4

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
8 Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos |/ (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Generated By: (b) (4

Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

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: 12313674 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
9 Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos |/ (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Header Text: C4591001

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

Subject No: 12313674
Generated By: (b) (4

Argerich

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
10 | Nov-17-2020 11.05:43 (UTC-03:00) City of Buenos || (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Subject No: 12313674
Generated By: (b) (4

Header Text: C4591001

Visit: Logs - Unscheduled

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

Argerich

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
11 Nov-17-2020 11:05:43 (UTC-03:00) City of Buenos |/ (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Header Text: C4591001

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

Subject No: 12313674
Generated By: (b) (4

Argerich

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
12 |Nov-17-2020 11.05:43 (UTC-03:00) City of Buenos || (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Subject No: 12313674
Generated By: (b) (4

Header Text: C4591001

Visit: Logs - Unscheduled

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

Argerich

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
13 |Nov-17-2020 11.05:43 (UTC-03:00) City of Buenos || (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
Page 167 of 432

FDA-CBER-2021-5683-0876582




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

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

Subject No: 12313674
Generated By: (b) (4

Argerich

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
14 | Nov-17-2020 11.05:43 (UTC-03:00) City of Buenos || (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Subject No: 12313674
Generated By: (b) (4

Header Text: C4591001

Visit: Logs - Unscheduled

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

Argerich

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Item | Date User Comment
15 | Nov-17-2020 11.05:43 (UTC-03:00) City of Buenos || (b) (4), (b) (6) The form was opened by mistake
Aires
Not Applicable
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Header Text: C4591001

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

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

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

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

e CRF _Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-09-2021 10:57:10 (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 el ectronic 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-24-2021 13:59:59 (UTC-03:00) City of Buenos Edit - All
Aires signatures
invalidated
Affidavit:
N/A
Yanina Rivera Approved Feb-17-2021 19:41:53 (UTC-03:00) City of Buenos | BOOK Signed

Aires

Affidavit:
By my dated signature below, I, YaninaRivera, 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 11:59:01 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-27-2020 19:41:34 (UTC-03:00) City of BOOK Signed
Buenos Aires
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Affidavit:

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

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic signature
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-27-2020 12:01:52 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-26-2020 15:39:55 (UTC-03:00) City of BOOK Signed

Buenos Aires

Affidavit:

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

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

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

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

(b) (6) N/A Nov-26-2020 14:41:16 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-18-2020 13:04:03 (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 legaly binding equivalent of my handwritten signature.

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

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(b) (6) N/A Nov-18-2020 08:39:03 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A

Fernando Polack | Approved Nov-17-2020 18:49:39 (UTC-03:00) City of BOOK

Buenos Aires

Signed

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-17-2020 18:33:00 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A

Fernando Polack | Approved Nov-17-2020 11:56:27 (UTC-03:00) City of BOOK

Buenos Aires

Signed

Affidavit:
By my dated signature below, I, 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 el ectronic 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-17-2020 08:24:56 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A

Fernando Polack | Approved Nov-16-2020 11:26:06 (UTC-03:00) City of BOOK Signed

Buenos Aires
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Header Text: C4591001

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

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

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

Subject No: 12313674 Subject Initials: ---

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

Affidavit:

By my dated signature below, I, 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-11-2020 08:52:17 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A

Fernando Polack | Approved Nov-09-2020 16:03:55 (UTC-03:00) City of BOOK Signed

Buenos Aires

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic signature
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-08-2020 12:04:09 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-06-2020 18:37:28 (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 legaly binding equivalent of my handwritten signature.

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

Visit: COHORT_SELECTION Form: 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: 12313674 Subject Initials: ---

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

Back to Form

‘ 1. Select appropriate response - Protocol version

|Date L ocation |User |Value Reason
Aug-24-2020 18:49:17 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 30 JUN 2020

Aires (b)

(6)

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

|Date L ocation |User |Value Reason
Aug-24-2020 18:49:17 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), STAGE 3 COHORTS
Aires ()
(6)
Page 174 of 432

*** Confidential***

FDA-CBER-2021-5683-0876589



090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 2102
Site No: 1231

Subject No: 12313674
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 20:20

Back to Form

| 1. Consent Was:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:49:25 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), OBTAINED
Aires Egg Date Written Consent Obtained

Aug/24/2020
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Header Text: C4591001

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

Subject No: 12313674
Generated By: (b) (4

Form: DEMOGRAPHY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

| 1. Subject ID
‘ Date L ocation | User | Value Reason
Oct-13-2020 21:43:58 ACVOPFEINFPG000 |/(b) (4), (b) |Query 1: Closed UPDATED TO
(UTC-03:00) City of (6) Nonspecific Pneumonitis
Buenos Aires
Oct-13-2020 07:03:41 ACVOPFEINFPG000 |/(b) (4), (b) | Query 1: Opened SAE
(UTC-03:00) City of (6) RECON:AER#2020394563
Buenos Aires Nonspecific
Pneumonitis(onset
date:29Sep2020)was
reported as seriousin
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.
Aug-24-2020 16:49:01 ACVOPFEINFP6000 |autocalc Data Entry: Item copied from previous
(UTC-03:00) City of (autocalc) | 12313674 form
Buenos Aires
| 2. Birth Date:
‘ Date L ocation | User | Value Reason
Aug-24-2020 16:48:55 ACVOPFEINFP6000 | auto calc Data Entry: Enrollment Entry
(UTC-03:00) City of Buenos (autocalc) |(b) (6) /1962
Aires
| 3. Sex:
| Date L ocation | User | Value Reason
Aug-24-2020 18:49:40 ACVOPFEINFPE000 |' (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, FEMALE
Aires 1)
6)
| 4. Ethnicity:
| Date L ocation | User | Value Reason
Aug-24-2020 18:49:40 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, HISPANIC OR LATINO(A) OR OF SP
Aires E’ég ANISH ORIGIN
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Header Text: C4591001
Visit: COHORT_SELECTION

SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

| 5. Race: (Check X all that apply):

| Date L ocation | User | Value Reason
Aug-24-2020 18:49:40 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (OF WHITE
Aires (b)
(6)
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 12313674
Generated By: (b) (4

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

‘ 1. Date of Visit
|Da1e L ocation |User |VaJue Reason
Aug-24-2020 18:49:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Aug/24/2020
Aires (b)
(6)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674

Generated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

| la
‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Incdus 1
Aires (b) on Nu
(6) ,
mber:
Criteri Male or female participants be
on Des tween theagesof 18 and 55y
criptio ears, inclusive, 65 and 85 year
n: s, inclusive, or 18 and 85 year
s, inclusive, at randomization
(dependent upon study stage)
Criteri YES
on met
?:
Criteri INO1AQOO
onID:
(For Pf
izer us
eonly)
| 1l.alnclusion Number:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, 1
Aires (b)
(6)
| l.aCriterion Description:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Male or female participants between th
Aires (2) eages of 18 and 55 years, inclusive, 65
®) and 85 years, inclusive, or 18 and 85 ye
ars, inclusive, at randomization (depen
dent upon study stage)
‘ 1l.aCriterion met?
|Date L ocation |User |Va|ue Reason
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-24-2020 18:50:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, YES
Aires (0)
(6)
‘ l.a Criterion ID: (For Pfizer use only)
| Date L ocation | User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, INO1A00
Aires (0)
(6)
|1
| Date L ocation | User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Inclus 2
Aires (b) on Nu
(6) _
mber:

Criteri Participants who arewilling a

on Desc nd able to comply with all sc

ription: heduled visits, vaccination pl
an, laboratory tests, lifestyle
considerations, and other stud
y procedures

Criteri YES

on met

?.

Criteri INO2A00

onID: (

For Pfi

zer use

only):
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1231

Subject No: 12313674

Generated By: (b) (4

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

‘ 1.b Inclusion Number:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 2
Aires (b)

(6)

‘ 1.b Criterion Description:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Participants who are willing and able to
Aires (g) comply with al scheduled visits, vacci

©) nation plan, laboratory tests, lifestyle ¢
onsiderations, and other study procedur
es

| 1.b Criterion met?

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, YES
Aires (b)

(6)

| 1.b Criterion ID: (For Pfizer use only)

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, INO2A00
Aires (b)

(6)

| 1lc

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Incdus 3
Aires (b) on Nu

(6) ,
mber:

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 12313674
Generated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

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

Criteri Healthy participants who are
on Desc determined by medical histor
ription: y, physical examination, and

Criteri
on met
?.
Criteri
on ID:
(For Pf
izer use
only):

clinical judgment of the inves
tigator to be eligible for inclu
sion in the study

YES

INO3AQO
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1231

Subject No: 12313674

Generated By: (b) (4

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

‘ 1.c Inclusion Number:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 3
Aires (b)

(6)

‘ 1.c Criterion Description:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Healthy participants who are determine
Aires (g) d by medical history, physical examinat

®© ion, and clinical judgment of the investi
gator to be eligible for inclusion in the
study

| 1.c Criterion met?

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, YES
Aires (b)

(6)

| 1.c Criterion ID: (For Pfizer use only)

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, INO3A00
Aires (b)

(6)

|1

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Inclusio 4
Aires (b) n Num

(6) ,
ber:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Criteri Capable of giving personal s
on Desc gned informed consent, whic
ription: hincludes compliance with t
he requirements and restrictio
nslisted inthe ICD and in thi
s protocol

Criteri YES

on met

e

Criteri  INO4A00

onlID: (

For Pfi

zer use

only):

| 1.d Inclusion Number:

‘ Date L ocation | User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 |' (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:))) 4
Aires

(6)

| 1.d Criterion Description:

‘ Date L ocation | User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 |' (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Capable of giving personal signed infor
Aires (2) med consent, which includes complian

®) ce with the requirements and restriction
slisted in the ICD and in this protocol

‘ 1.d Criterion met?

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 |I (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), YES
Aires (b)

(6)

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

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 |I (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), INO4A00

Aires

(b)
(6)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
[2a
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Exclus 1
Aires (b) on Nu
(6) i
mber:
Criteri Other medical or psychiatric
on Des condition incl. recent (within
criptio past year) or active suicidal id
n: eation/behavior/lab abnormali
ty that may increase therisk o
f study participation
Criteri NO
on met
?.
Criteri EX01A00
on|D:
(For Pf
izer us
eonly):
‘ 2.a Exclusion Number:
|Date L ocation |User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 1
Aires (b)
(6)
‘ 2.a Criterion Description:
|Date L ocation |User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Other mediical or psychiatric condition
Aires (g) incl. recent (within past year) or active
© suicidal ideation/behavior/lab abnormal
ity that may increase the risk of study p
articipation
‘ 2.a Criterion met?
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 |I (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), NO

Aires

(b)
(6)
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Page 185 of 432

FDA-CBER-2021-5683-0876600




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674
Generated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

‘ 2.aCriterion I D: (For Pfizer use only)

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), EX01A00
Aires (b)

(6)
|2b
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Excluso 2
Aires ®) n Numbe

6) ,
r:

Criterion Known infection with hum

Descripti an immunodeficiency virus

on: (HIV), hepatitis C virus (H
CV), or hepatitis B virus (H
BV)

Criterion NO

met?:

Criterion EX02A00

ID: (For

Pfizer us

eonly):

Page 186 of 432

*** Confidential***
FDA-CBER-2021-5683-0876601




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12313674 Subject Initials: ---

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

‘ 2.b Exclusion Number:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 2

Aires (b)

(6)

‘ 2.b Criterion Description:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, K nown infection with human immunod
Aires (g) eficiency virus (HIV), hepatitis C virus
®© (HCV), or hepatitis B virus (HBV)

‘ 2.b Criterion met?

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), NO

Aires (b)

(6)

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

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), EX02A00
Aires (b)
(6)
[2c
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Exclus 3
Aires ) on Nu
(6) ,
mber:

Criteri History of severe adverserea

on Desc ction associated with a vacci

ription: neand/or severe allergic reac
tion (eg, anaphylaxis) to any
component of the study inter
vention(s)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674
Generated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criteri NO
on met?

Criteri EXO03A00

onID: (
For Pfi
zer use
only):
‘ 2.c Exclusion Number:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 3
Aires (b)
(6)
‘ 2.c Criterion Description:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, History of severe adverse reaction asso
Aires (b) ciated with a vaccine and/or severe dle

©) rgic reaction (eg, anaphylaxis) to any ¢

omponent of the study intervention(s)

| 2.c Criterion met?

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, NO
Aires (b)

(6)
| 2.c Criterion ID: (For Pfizer use only)
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ), EX03A00
Aires (b)

(6)
| 2d
| Date | L ocation | User |Value | Reason

Aug-24-2020 18:50:16

AcvorreINFPsoco |(P) (4), (B)
(6)

Data Entry: Initial Entry
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of Buenos (b) (4), (®) | Exclusion Nu 4
Aires ®) mber:
Criterion Desc Receipt of medication
ription: sintended to prevent
COVID-19
Criterion met NO
e
Criterion ID: ( EX04A00
For Pfizer use
only):
| 2.d Exclusion Number:
| Date L ocation | User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, 4
Aires (0)
(6)
| 2.d Criterion Description:
| Date L ocation | User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Receipt of medicationsintended to pre
Aires Egg vent COVID-19
| 2.d Criterion met?
| Date L ocation | User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, NO
Aires (b)
(6)
| 2.d Criterion ID: (For Pfizer use only)
| Date L ocation | User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, EX04A00
Aires (b)
6)
[2e
| Date L ocation | User |Value Reason
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

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 No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-24-2020 18:50:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Exclus 8
Aires ®) on Num

6) ber:

er:

Criterio Immunocompromised indivi

n Descri duals with known or suspect

ption:  ed immunodeficiency, as det
ermined by history and/or la
boratory/physical examinatio
n

Criterio NO

n met?:

Criterio EX08A00

niID: (F

or Pfize

r useon

ly):
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674

Generated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

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

‘ 2.e Exclusion Number:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 8
Aires (b)
(6)
‘ 2.e Criterion Description:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Immunocompromised individuals with
Aires (g) known or suspected immunodeficiency,
©) as determined by history and/or laborat
ory/physical examination
| 2.e Criterion met?
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((4:))) NO
Aires
(6)
| 2.eCriterion ID: (For Pfizer use only)
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, EX08A00
Aires 1)
(6)
|2
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Exclus 10
Aires ®) on Num
(6) ,
ber:
Criterio Bleeding diathesis or conditi
n Descr on associated with prolonged
iption: bleeding that would, inthe o
pinion of the investigator, co
ntraindicate intramuscular inj
ection
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Criterio NO
n met?:
Criterio EX10A00
niD: (F
or Pfize
r useon
ly):

| 2.f Exclusion Number:

‘Dale L ocation |User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘é)) 10
Aires

(6)

| 2.f Criterion Description:

‘Dale L ocation |User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Bleeding diathesis or condition associat
Aires (2) ed with prolonged bleeding that would,

®) in the opinion of the investigator, contr
aindicate intramuscular injection

‘ 2.f Criterion met?

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 |I (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), NO
Aires (b)

(6)

‘ 2.f Criterion ID: (For Pfizer use only)

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFPE000 |I (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), EX10A00
Aires (b)

(6)

‘ 29

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 Initial Entry

(UTC-03:00) City of Buenos

ACVOPFEINFP6000 gg) (4), (b) | pata Entry:

Exclusion Numb 11
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
. (b) (4),
Aires (b) (6) er:- . .
Criterion Descri Women who are pre
ption: gnant or breastfeedi
ng

Criterion met?: NO

Criterion ID: (F EX11A00
or Pfizer useonl

y):

| 2.9 Exclusion Number:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:))) 1
Aires

(6)

| 2.9 Criterion Description:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Women who are pregnant or breastfeed
Aires (b) ing

(6)

| 2.g Criterion met?

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, NO
Aires (b)

(6)

| 2.9 Criterion I1D: (For Pfizer use only)

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, EX11A00
Aires (b)

(6)

|2h
‘ Date ‘ L ocation | User |Value ’ Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 Data Entry: Initial Entry

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

(UTC-03:00) City of Buenos Exclusion Num 12
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

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

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aires EE; ggg ber:
Criterion Desc Previous vaccination
ription: with any coronavirus
vaccine
Criterion met? NO
Criterion ID: ( EX12A00
For Pfizer use
only):
| 2.h Exclusion Number:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 12
Aires (b)
(6)
| 2.h Criterion Description:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Previous vaccination with any coronavi
Aires (b) rusvaccine
(6)
‘ 2.h Criterion met?
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), NO
Aires (b)
(6)
‘ 2.h Criterion I1D: (For Pfizer use only)
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, EX12A00
Aires (b)
(6)
‘ 2i
| Date L ocation | User | Value Reason
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-24-2020 18:50:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Exclusion 13
Aires Egg Number:
Criterion Subjects who receive imm
Descriptio unosuppressive therapy, su
n: ch as cytotoxic agents or s
ystemic corticosteroids
Criterion NO
met?:
Criterion EX13A01
ID: (For
Pfizer use
only):
| 2.i Exclusion Number:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((4:))) 13
Aires
(6)
| 2.i Criterion Description:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Subjects who receive immunosuppressi
Aires (b) ve therapy, such as cytotoxic agents or
(6) . : .
systemic corticosteroids
| 2.i Criterion met?
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((4:))) NO
Aires
(6)
| 2.i Criterion ID: (For Pfizer use only)
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, EX13A01
Aires (b)
(6)
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Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
‘ 2]
| Date L ocation | User |Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Exclus 15
Aires ® on Num
(6) .
ber:

Criterio Receipt of blood/plasma pro

n Descr ducts or immunoglobulin, fro

iption: m 60 days before study inter
vention administration or pla
nned receipt throughout the s
tudy

Criterio NO

n met?:

Criterio EX14A01

niID: (F

or Pfize

r useon

ly):
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674

Generated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

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

‘ 2.j Exclusion Number:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 15
Aires (b)
(6)
‘ 2.j Criterion Description:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Receipt of blood/plasma products or im
Aires (g) munoglobulin, from 60 days before stu
®© dy intervention administration or plann
ed receipt throughout the study
| 2.j Criterion met?
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((%)) NO
Aires
(6)
| 2.j Criterion ID: (For Pfizer use only)
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, EX14A01
Aires (b)
(6)
Page 197 of 432

*** Confidential***

FDA-CBER-2021-5683-0876612




Header Text: C4591001
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Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

| 2k
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Exclusio 16
Aires (b) (8) n Numb
er:

Criterio Participation in other studie

n Descri sinvolving study interventi

ption:  onwithin 28 days prior to st
udy entry and/or during stu
dy participation

Criterio NO

n met?:

Criterio EX15A01

niD: (F

or Pfizer

use only)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1231

Subject No: 12313674

Generated By: (b) (4

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

’2.k Exclusion Number:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 16
Aires (0) (6)

’ 2.k Criterion Description:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (OF Participation in other studies involving
Aires (0) (6) study intervention within 28 days prior

to study entry and/or during study parti
cipation

| 2.k Criterion met?

’ Date L ocation ’ User ’ Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), NO
Aires (b) (6)

| 2.k Criterion I1D: (For Pfizer use only)

’ Date L ocation ’ User ’ Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), EX15A01
Aires (b) (6)

2l

’ Date L ocation ’ User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Exclusion 17
Aires ) Number:

Criterion Previous participationin o
Descriptio ther studiesinvolving stud

n: y intervention containing |
ipid nanoparticles

Criterion NO

met?:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674
Generated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

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

Criterion EX16A01

ID: (For P
fizer useo
nly):

|2.I Exclusion Number:

’ Date L ocation ’ User ’ Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 17
Aires (b) (6)

| 2.1 Criterion Description:

’ Date L ocation ’ User ’ Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Previous participation in other studiesi
Aires (b) (6) nvolving study intervention containing

lipid nanoparticles

| 2| Criterion met?

’ Date L ocation ’ User ’ Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), NO
Aires (b) (6)
|2.I Criterion I1D: (For Pfizer use only)

’ Date L ocation ’ User ’ Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), EX16A01
Aires (b) (6)
| 2m
’ Date L ocation ’ User ’ Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Exclus 22
Aires (0)(8) on Nu

mber:
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 12313674
Generated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criteri Investigator site staff or Pfize

on Des r employees directly involved

criptio inthe conduct of the study, sit

n: e staff otherwise supervised b
y theinvestigator, and their re
spective family members

Criteri NO

on met

i

Criteri EX21A01

on |D:

(For Pf

izer us

eonly)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313674

Generated By: (b) (4

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

’2.m Exclusion Number:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (O} 22
’ 2.m Criterion Description:
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (OF Investigator site staff or Pfizer employ
Aires (0) (6) ees directly involved in the conduct of

the study, site staff otherwise supervise

d by the investigator, and their respecti

ve family members
’ 2.m Criterion met?
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NO
Aires (b) (6)
’ 2.m Criterion ID: (For Pfizer use only)
| Date L ocation | User | Value Reason
Aug-24-2020 18:50:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, EX21A01
Aires (b) (6)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674

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 20:20

Back to Form

| 1. Date of Completion/Discontinuation/Death

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:31 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘t‘))) Aug/24/2020
Aires

(6)

| 2. Phase of Disposition:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:50:31 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SCREENING
Aires

| 3. Status:

| Date L ocation | User | Value Reason
Aug-24-2020 18:50:31 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, COMPLETED
Aires (b)

(6)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674
Generated By: (b) (4

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

| la
‘ Date L ocation | User | Value Reason
Aug-24-2020 18:51:34 ACVOPFEINFP6000 | autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Line/MH Number: 1
Alres Medical History Ter Sjogren syndro
m: me
Start Date: Jul/7/2977
Ongoing: YES
| l.aLline/MH Number:
| Date L ocation | User | Value Reason
Aug-24-2020 18:51:34 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |1
Aires
‘ 1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User Value Reason
Oct-30-2020 22:11:01 ACVOPFEINFP6000 |/ (b) (4), Query 2: Closed Response satisfies query
(UTC-03:00) City of (b) (6)
Buenos Aires
Oct-29-2020 19:26:16 ACVOPFEINFP6000 |JulietaGelardi | Query 2: Answered Changed data per query
(UTC-03:00) City of (b) (4)
Buenos Aires
Oct-29-2020 14:46:20 ACVOPFEINFP6000 |/ (b) (4), Query 2: Reissued:Opened Clinica - Please then update
(UTC-03:00) City of (b) (6) the incorrect start date of 07
Buenos Aires Jul 1997 for Sjogren'sin
SAE; also submit the
Rheumatol ogist assessment
for clinical followup of
etiology
Oct-29-2020 12:05:54 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 2: Answered Information regarding
(UTC-03:00) City of Sjogren’s Syndrome’s onset,
Buenos Aires as stated in medical record,
is7JUL1977
Oct-29-2020 01:48:12 ACVOPFEINFP6000 | (b) (4), Query 2: Reissued:Opened Clinical - theissueis?2
(UTC-03:00) City of (b) (6) DIFFERENT dates for
Buenos Aires Sjogren’'s onset (1977 on
CRF; 1997 in SAE); please
update one or the other.
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-28-2020 13:50:35 ACVOPFEINFP6000 |I(b) (4), Query 2: Answered Original vaueis correct
(UTC-03:00) City of (b) (6)

Buenos Aires

Oct-26-2020 17:24:00 ACVOPFEINFP6000 |/ (b) (4), Query 2: Opened Clinica - Prior Med Hx

(UTC-03:00) City of (b) (6) condition Sjogren's has onset

Buenos Aires 1977; however, SAE med Hx
has Sjogren's with onset in
1997. Please specify which
dateis correct. If the SAE
date needs to be revised,
please submit a safety form
update.

Aug-31-2020 06:04:09 ACVOPFEINFP6000 | KatherineLiau | Query 1: Closed Response satisfies query
(UTC-03:00) City of (b) (@)

Buenos Aires
Aug-27-2020 09:53:20 ACVOPFEINFPE000 |/(b) (4), (b) (6) | Query 1: Answered Based on medical history the
(UTC-03:00) City of subject is not receiving any
Buenos Aires immunosuppressant
medication or systemic
corticosteroid therapy.

Aug-26-2020 12:41:07 ACVOPFEINFP6000 | Katherine Liau | Query 1: Opened Please confirm subject is not

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

Buenos Aires immunosuppressant/systemic
corticosteroid therapy as
specified in Exclusion 13;
else, document eligibility
deviation on I/E CRF as
applicable.

Aug-24-2020 18:51:34 ACVOPFEINFP6000 || (b) (4), (b) Data Entry: Initia Entry

(UTC-03:00) City of (6) Sjogren syndrome

Buenos Aires

| 1l.a Start Date:

‘Dale L ocation |User |Value Reason
Aug-24-2020 18:51:34 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Jul/711977
Aires (b)

(6)

| 1.a Ongoing:

‘Dale L ocation |User |Value Reason
Aug-24-2020 18:51:34 AcvorrEINFPso00 | (B) (4), (B)| pata Entry: Initial Entry
(UTC-03:00) City of Buenos (6) YES
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

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 No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
- (b) (4),
Aires

‘ ‘ (b) (6)

|1

| Date | L ocation | User |Value | Reason
Aug-24-2020 18:52:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Line/MH Number: 2
Aires Medical History Term: insomnia

Start Date: Jul/7/1990
Ongoing: YES

| 1.bLine/MH Number:

‘Dale L ocation |User |Value Reason
Aug-24-2020 18:52:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |2
Aires

‘ 1.b Disease/Syndrome/Surgery/Non-Drug AllergiesDrug Allergies:

| Date L ocation | User | Value Reason
Aug-24-2020 18:52:45 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, insomnia
Aires (b)

6)

‘ 1.b Start Date:

| Date L ocation | User | Value Reason
Aug-24-2020 18:52:45 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Jul/7/1990
Aires (b)

6)

‘ 1.b Ongoing:

| Date L ocation | User | Value Reason
Aug-24-2020 18:52:45 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, YES
Aires (b)

6)
I
| Date L ocation User Value Reason
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Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
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Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---

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

Oct-30-2020 11:08:51 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) Line/MH Number 3 (DELETED)
Buenos Aires :

Medical History T pantobaremphy

erm: sema
Start Date:
Ongoing: ¥YES

Oct-30-2020 11:08:30 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error

(UTC-03:00) City of ® LineMH Number 3
Buenos Aires :
Medical History T panlobar emphy
erm: sema
Start Date:
Ongoing: YES
Oct-30-2020 11:08:14 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error

(UTC-03:00) City of
Buenos Aires

(6)

Line/MH Number 3

Medical History T panlobar emphy

erm: sema

Start Date: Oct/9/2020

Ongoing: YES
Oct-30-2020 11:07:38 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) Line/MH Number 3 (DELETED)
Buenos Aires :

Medical History T panlobaremphy

erm: sema

Start Date: Oct/9/2020

Ongoing: ¥ES
Oct-30-2020 11:06:32 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Changed Information
(UTC-03:00) City of (©) Line/MH Number 3
Buenos Aires :

Medical History T panlobar emphy

erm: sema

Start Date: Oct/9/2020

Ongoing: YES
Oct-30-2020 11:03:33 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) Line/MH Number 3 (DELETED)
Buenos Aires :

Medical History T panlobaremphy

erm: sema

Start Date: O6t9/2020
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

Subject Initials: ---

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

Ongoing: YES
Oct-30-2020 10:53:48 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: To answer aquery
(UTC-03:00) City of ® Line/MH Number 3
Buenos Aires :

Medical History T panlobar emphy

erm: sema

Start Date: Oct/9/2020

Ongoing: YES
Oct-29-2020 12:11:34 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of Line/MH Number 3 (DELETED)
Buenos Aires :

Medical History T panlobaremphy

erm: sema

Start Date: Oct/9/2020

Ongoing: YES
Oct-26-2020 11:16:32 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Because panlobar

(UTC-03:00) City of
Buenos Aires

(6)

Line/MH Number 3

Medical History T panlobar emphy

emphysemaisa
chronic process, itis
considered a medical
history and is not

erm: sema idered an ad
Start Date: Oct/9/2020 considered an acverse
) event, despite the fact
Ongoing: YES that its diagnosis was
after thevisit 1.

Oct-21-2020 09:18:40 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Line/MH Number 3
Buenos Aires :

Medical History T panlobar emphy

erm: sema

Start Date:

Ongoing: YES
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1231

Subject No: 12313674
Generated By:

Form Version: 22-Apr-2020 21:03

(b) (4)

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

Argerich

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

‘ 1.cLine/MH Number:

| Date L ocation User Value Reason
Oct-30-2020 11:08:51 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) 3 (DELETED)
Buenos Aires
Oct-30-2020 11:08:14 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) 3
Buenos Aires
Oct-30-2020 11:07:38 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of 6) 3 (DELETED)
Buenos Aires
Oct-30-2020 11:06:32 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Changed Information
(UTC-03:00) City of (6) 3
Buenos Aires
Oct-30-2020 11:03:33 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) 3 (DELETED)
Buenos Aires
Oct-30-2020 10:53:48 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: To answer aquery
(UTC-03:00) City of (6) 3
Buenos Aires
Oct-29-2020 12:11:34 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of 3 (DELETED)
Buenos Aires
Oct-21-2020 09:18:40 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) 3
Buenos Aires

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

‘ Date L ocation User Value Reason
Oct-30-2020 11:08:51 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) panlobaremphysema (DELETED)
Buenos Aires
Oct-30-2020 11:08:14 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) panlobar emphysema
Buenos Aires
Oct-30-2020 11:07:38 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) pantobar-emphysema (DELETED)
Buenos Aires
Oct-30-2020 11:06:32 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Changed Information
(UTC-03:00) City of (6) panlobar emphysema
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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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---

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

Buenos Aires

Oct-30-2020 11:03:33 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) panlobaremphysema (DELETED)
Buenos Aires

Oct-30-2020 10:53:48 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: To answer aquery
(UTC-03:00) City of (6) panlobar emphysema

Buenos Aires

Oct-29-2020 12:11:34 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of pantobar-emphysema (DELETED)
Buenos Aires

Oct-21-2020 09:18:40 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) panlobar emphysema

Buenos Aires

| 1.c Start Date:

‘ Date L ocation User Value Reason
Oct-31-2020 09:09:55 ACVOPFEINFP6000 |/(b) (4), Query 5: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Oct-30-2020 11:08:51 ACVOPFEINFP6000 || (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) (DELETED)
Buenos Aires
Oct-30-2020 11:08:30 ACVOPFEINFP6000 | auto query Query 7: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires
Oct-30-2020 11:08:30 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6)
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
| 1.c Start Date:
| Date L ocation User Value Reason
Oct-30-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription Error
11:08:14 (6) Oct/9/2020
(UTC-03:00)
City of Buenos
Aires
Oct-30-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription Error
11:07:38 (6) Oet{9/2020 (DELETED)
(UTC-03:00)
City of Buenos
Aires
Oct-30-2020 ACVOPFEINFP6000 auto query Query 7: Ope | Start Dateis after or
11:07:38 (autoquery) ned equal to thefirst
(UTC-03:00) vaccination date
City of Buenos 24/Aug/2020.
Aires Please review and
update as
appropriate.
Oct-30-2020 ACVOPFEINFP6000 auto query Query 6: Clos | Close Auto Query
11:07:38 (autoquery) ed
(UTC-03:00)
City of Buenos
Aires
Oct-30-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Changed
11:06:32 (6) Oct/9/2020 | Information
(UTC-03:00)
City of Buenos
Aires
Oct-30-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription Error
11:03:33 (6) Oct/9/2020 | (DELETED)
(UTC-03:00)
City of Buenos
Aires
Oct-30-2020 ACVOPFEINFP6000 auto query Query 6: Ope | Start Date is after or
11:03:33 (autoquery) ned equal to the first
(UTC-03:00) vaccination date
City of Buenos 24/Aug/2020.
Aires Please review and
update as
appropriate.
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Header Text: C4591001
Visit: V1_DAY1 VAX1_L
Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

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

Argerich

Subject Initials: ---

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

Oct-30-2020 ACVOPFEINFP6000 (b) (4), (b) Query 5: Ans | Changed data per

10:54:08 (6) wered query

(UTC-03:00)

City of Buenos

Aires

Oct-30-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Toanswer aquery

10:53:48 (6) Oct/9/2020

(UTC-03:00)

City of Buenos

Aires

Oct-30-2020 ACVOPFEINFP6000 (b) (4), (b) Query 4: Clos | Response satisfies

05:19:08 (6) ed query

(UTC-03:00)

City of Buenos

Aires

Oct-29-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: Clos | Response satisfies

14:49:12 ed query

(UTC-03:00)

City of Buenos

Aires

Oct-29-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Transcription Error

12:11:34 Oet{9/2020 (DELETED)

(UTC-03:00)

City of Buenos

Aires

Oct-29-2020 ACVOPFEINFP6000 auto query Query 5: Ope | Start Date is after or

12:11:34 (autoquery) ned equal to thefirst

(UTC-03:00) vaccination date

City of Buenos 24/Aug/2020.

Aires Please review and
update as
appropriate.

Oct-29-2020 ACVOPFEINFP6000 auto query Query 4: Ans | Transcription Error

12:11:34 (autoquery) wered

(UTC-03:00)

City of Buenos

Aires

Oct-29-2020 ACVOPFEINFP6000 auto query Query 3: Ans | Transcription Error

12:11:34 (autoquery) wered

(UTC-03:00)

City of Buenos

Aires

Oct-28-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: Clos | Closing asitem

01:29:04 (6) ed completed and other
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

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

Argerich

Subject No: 12313674 Subject Initials: ---

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

(UTC-03:00) queries opened for

City of Buenos start date

Aires

Oct-26-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: Ope | DMW5185109;The

18:51:12 (b) (4) ned Medical History

(UTC-03:00) condition 'Start

City of Buenos Date' is after the

Aires first study treatment
'Start Date'. Please
review. If dateis
correct, consider
moving event to the
Adverse Event CRF
per protocol
instructions.

Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: Ope | CLINICAL - Any

14:54:56 ned condition added to

(UTC-03:00) Medical History

City of Buenos must have a start

Aires date prior to study
start; please record
the onset of
emphysema as
known to patient
and/or medical
caretaker

Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: Clos | Response satisfies

14:53:38 ed query

(UTC-03:00)

City of Buenos

Aires

Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) Query 2: Ans | Because panlobar

11:17:05 (6) wered emphysemaisa

(UTC-03:00) chronic process, it is

City of Buenos considered a

Aires medical history and
is not considered an
adverse event,
despite the fact that
its diagnosis was
after thevisit 1.

Oct-26-2020 ACVOPFEINFP6000 auto query Query 2: Ope | Start Dateis after or

11:16:32 (autoquery) ned equal to thefirst

(UTC-03:00) vaccination date

City of Buenos 24/Aug/2020.

Aires Please review and
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

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: Generated Time (GMT): 29-Mar-2021 20:20
update as
appropriate.
Oct-26-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Because panlobar
11:16:32 (autoquery) wered emphysemaisa
(UTC-03:00) chronic process, it is
City of Buenos considered a
Aires medical history and
is not considered an
adverse event,
despite the fact that
its diagnosis was
after thevisit 1.
Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Because panlobar
11:16:32 (6) Oct/9/2020 | emphysemaisa
(UTC-03:00) chronic process, it is
City of Buenos considered a
Aires medical history and
is not considered an
adverse event,
despite the fact that
its diagnosis was
after thevisit 1.
Oct-22-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: Ope |DM: Please
02:12:32 (6) ned complete thisitem.
(UTC-03:00) Thank you.
City of Buenos
Aires
| 1.c Ongoing:
| Date L ocation User Value Reason
Oct-30-2020 11:08:51 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) ¥ES (DELETED)
Buenos Aires
Oct-30-2020 11:08:14 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) YES
Buenos Aires
Oct-30-2020 11:07:38 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) ¥ES (DELETED)
Buenos Aires
Oct-30-2020 11:06:32 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Changed Information
(UTC-03:00) City of (6) YES
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-30-2020 11:03:33 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) ¥ES (DELETED)
Buenos Aires
Oct-30-2020 10:53:48 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: To answer aquery
(UTC-03:00) City of (6) YES
Buenos Aires
Oct-29-2020 12:11:34 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of ¥ES (DELETED)
Buenos Aires
Oct-21-2020 09:18:40 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
|1
‘ Date L ocation ‘ User ’ Value Reason

Nov-11-2020 08:52:17 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Lin/MH Num 4
Aires ber:

Medical Histor Right hip replacemen

y Term: t surgery

Start Date: Dec/19/2018

Ongoing: NO

End Date:
Dec/19/2018
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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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4

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

‘ 1.d Line/MH Number:

|Da1e L ocation |User |Va|ue Reason
Nov-11-2020 08:52:17 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |4
Aires

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

‘ Date L ocation User Value Reason
Nov-11-2020 08:52:17 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Right hip replacement surgery
Aires

‘ 1.d Start Date:

| Date L ocation User Value Reason
Nov-11-2020 08:52:17 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Dec/19/2018
Aires

| 1.d Ongoing:

| Date L ocation User Value Reason
Nov-11-2020 08:52:17 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires End Date:

Dec/19/2018
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History

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

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

| 1. Date:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:53:19 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘t‘))) Aug/24/2020
Aires

(6)

| 2. Weight:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:53:19 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 66.0
Aires ()

(6)

| 3. Unit:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:53:19 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), kg
Aires ()

(6)

| 4. Height:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:53:19 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 167.0
Aires ()

(6)

| 5. Unit:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:53:19 ACVOPFEINFPE000 |I (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), cm
Aires ()

(6)

| 6. Body Mass | ndex:

‘ Date L ocation | User | Value Reason
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 12313674

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-24-2020 18:53:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |23.7
Aires
| 7.a
‘ Date L ocation | User | Value Reason
Aug-24-2020 18:53:19 ACVOPFEINFPE000 |! (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘t‘))) Record Identifier:: 1
Aires ©) Temperature: 36.1
TemperatureUnit: C
TemperatureLocatio ORAL CAVIT
n: Y
| 7.a Record I dentifier:
| Date L ocation | User | Value Reason
Aug-24-2020 18:53:19 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, 1
Aires (0)
6)
| 7.a Temperature:
| Date L ocation | User | Value Reason
Aug-24-2020 18:53:19 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, 36.1
Aires (0)
6)
| 7.aUnit:
| Date L ocation | User | Value Reason
Aug-24-2020 18:53:19 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, C
Aires ()
(6)
| 7.a Temperature Location:
| Date L ocation | User | Value Reason
Aug-24-2020 18:53:19 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, ORAL CAVITY
Aires ()
(6)
Page 218 of 432

*** Confidential***
FDA-CBER-2021-5683-0876633




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313674
Generated By: (b) (4

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

Back to Form

| 1. Lab Pand:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:53:32 ACVOPFEINFP6000 | autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | URINALYSIS
Aires

| 2. Lab Sub-Pane

| Date L ocation | User | Value Reason
Aug-24-2020 18:53:32 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | PREGNANCY
Aires

‘ 3. Collection Date:

|Da1e L ocation |User |Value Reason
Aug-24-2020 18:53:32 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Aug/24/2020
Aires (b)

(6)

‘ 4. Laboratory Name and Address (Derived)

|Da1e L ocation |User |Value Reason
Aug-24-2020 18:53:32 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |STUDY SITE
Aires

| 5. Specimen Type:

‘Dale L ocation |User |Value Reason
Aug-24-2020 18:53:32 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |URINE
Aires

| 6.a

| Date L ocation | User | Value Reason
Aug-24-2020 18:53:32 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Defined 113
Aires I dentifier:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313674

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Test:: Choriogonadotropin
Beta PX113
Result:: NEGATIVE
Not Done::

| 6.a Sponsor ID:

‘Dale L ocation |User |Value Reason
Aug-24-2020 18:53:32 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |113
Aires

| 6.a Test:

| Date L ocation | User | Value Reason
Aug-24-2020 18:53:32 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos 4, Choriogonadotropin Beta PX113
Aires (b)

(6)

| 6 Result:

| Date L ocation | User | Value Reason
Aug-24-2020 18:53:32 ACVOPFEINFPE000 |/ (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos 4, NEGATIVE

Aires

(b)
(6)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674

Generated By: (b) (4

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

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

Back to Form

| 1. Randomization Date :

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:53:50 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘t‘))) Aug/24/2020
Aires

(6)

| 2. Randomization Number:

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:53:50 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), 238756

Aires

(b)
(6)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

Audit Trail History

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

Argerich
Subject Initials: ---

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

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Aug-24-2020 18:53:58 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |[SITE
Aires
| 2. Sample Type
‘ Date L ocation | User | Value Reason
Aug-24-2020 18:53:58 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SERUM
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Aug-25-2020 12:33:04 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Aug-25-2020 03:42:32 ACVOPFEINFPE000 |(b) (4), Query 1: Opened 'Sample Collected? is
(UTC-03:00) City of Buenos (b) (6) Yes, however no
Aires barcodes are entered.
Please review and
correct as appropriate.
Aug-24-2020 18:53:58 ACVOPFEINFP6000 |auto query | Query 1: Candidate ‘Sample Collected? is
(UTC-03:00) City of Buenos (autoquery) Yes, however no
Aires barcodes are entered.
Please review and
correct as appropriate.
Aug-24-2020 18:53:58 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (6) YES
Aires Date of Collection:
Aug/24/2020
| 5a
‘ Date L ocation User Value Reason
Aug-25-2020 12:33:04 ACVOPFEINFP6000 |Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample |D: BP2DJK
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

| 5.a Sample D

| Date L ocation User Value Reason
Aug-25-2020 12:33:04 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BP2DJK
Buenos Aires (b) (4)

|50

| Date L ocation User Value Reason
Aug-25-2020 12:33:13 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample|D: BP2DJL
Buenos Aires (b) (4)

| 5.b Sample D

‘ Date L ocation User Value Reason
Aug-25-2020 12:33:13 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BP2DJL
Buenos Aires (b) (4)

[5c

| Date L ocation User Value Reason
Aug-25-2020 12:33:32 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample |D: BP2DIM
Buenos Aires (b) (4)

| 5.c Sample|ID

| Date L ocation User Value Reason
Aug-25-2020 12:33:32 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BP2DIM
Buenos Aires (b) (4)

|5

| Date L ocation User Value Reason
Aug-25-2020 14:29:20 ACVOPFEINFP6000 | Romina Data Entry: Initia Entry
(UTC-03:00) City of Barrera Sample |D: BNV99W
Buenos Aires (b) (4)

*** Confidential***

Page 223 of 432

FDA-CBER-2021-5683-0876638




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

| 5.d Sample 1D

| Date L ocation User Value Reason
Aug-25-2020 14:29:20 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BNV99W
Buenos Aires (b) (4)

[se

| Date L ocation User Value Reason
Aug-25-2020 14:29:29 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample |D: BNV99X
Buenos Aires (b) (4)

| 5.e Sample |ID

‘ Date L ocation User Value Reason
Aug-25-2020 14:29:29 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BNV99X
Buenos Aires (b) (4)

E

| Date L ocation User Value Reason
Aug-25-2020 14:29:37 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample ID: BNV99Y
Buenos Aires (b) (4)

| 5.f Sample ID

| Date L ocation User Value Reason
Aug-25-2020 14:29:37 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BNV99Y
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

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: ---

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

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Aug-24-2020 18:54:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |[SITE
Aires
| 2. Sample Type
‘ Date L ocation | User | Value Reason
Aug-24-2020 18:54:05 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | NASAL_SWAB
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Aug-25-2020 14:04:07 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Aug-25-2020 03:42:32 ACVOPFEINFPE000 |(b) (4), Query 1: Opened 'Sample Collected? is
(UTC-03:00) City of Buenos (b) (6) Yes, however no
Aires barcodes are entered.
Please review and
correct as appropriate.
Aug-24-2020 18:54:05 ACVOPFEINFP6000 |auto query | Query 1: Candidate ‘Sample Collected? is
(UTC-03:00) City of Buenos (autoquery) Yes, however no
Aires barcodes are entered.
Please review and
correct as appropriate.
Aug-24-2020 18:54:05 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (6) YES
Aires Date of Collection:
Aug/24/2020
| 5a
‘ Date L ocation User Value Reason
Aug-25-2020 14:04:07 ACVOPFEINFP6000 |Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample|D: BP24L3
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

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

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 5.a Sample D
| Date L ocation User Value Reason
Aug-25-2020 14:04:07 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BP24L3
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

| 1. Wasthere a temporary delay of vaccination?

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:54:31 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), NO
Aires (b)

(6)

| 2. Treatment Name

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:54:31 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |BLINDED THERAPY
Aires

| 3. Formulation:

| Date L ocation | User | Value Reason
Aug-24-2020 18:54:31 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | INJECTION

Aires

‘ 4. Dose Date Time:

|Da1e L ocation |User |Value Reason
Aug-24-2020 18:54:31 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, Aug/24/2020 17:45

Aires (b)

(6)

‘ 5. Anatomical Location:

|Da1e L ocation |User |Value Reason
Aug-24-2020 18:54:31 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |DELTOID MUSCLE
Aires

| 6. Body Side:

‘Dale L ocation |User |Value Reason
Aug-24-2020 18:54:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4, LEFT
Aires (b)

(6)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313674

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

‘ 7. Route:

| Date L ocation | User | Value Reason
Aug-24-2020 18:54:31 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |INTRAMUSCULAR
Aires

| 10. Timeframe Subject Was Observed

‘Dale L ocation |User |Value Reason
Aug-24-2020 18:54:31 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) | THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

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

| Date L ocation

Aug-24-2020 18:54:31
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFPG000 | (b)

| User | Value Reason
Data Entry: Initial Entry
4, YES

(b)
(6)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Generated By: (b) (4

Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

| 1. Select appropriate response - Reactogenicity diary collection

‘ Date L ocation | User | Value Reason
Aug-24-2020 18:54:37 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), NO - REACTOGENICITY E-DIARY
Aires () NOT COLLECTED FOR THIS SUBJ

®) ECT
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Header Text: C4591001
Visit: V2_VAX2_L
Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---

Generated By:

(b) (4)

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

Back to Form

| 1. Date of Visit
| Date L ocation User Value Reason
Nov-09-2020 16:17:21 ACVOPFEINFP6000 | (b) (4), Query 4: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Nov-09-2020 16:08:47 ACVOPFEINFPE000 |/ (b) (4), Query 4: Answered Subbject is
(UTC-03:00) City of (b) (6) temporarily delayed
Buenos Aires from hisvisit 3 dueto
probable covid
disease symptoms.
Will makethe visit 3
by solving the clinical
illness
Nov-09-2020 15:53:13 ACVOPFEINFP6000 | (b) (4), Query 4: Opened Subject had VAX2 on
(UTC-03:00) City of (b) (6) 13 Sep 2020. Please
Buenos Aires confirm if subject
returned for Visit 3. If
yes, please complete
appropriate records
and update EOT
record.
Nov-09-2020 06:16:45 ACVOPFEINFP6000 || (b) Query 3: Closed Response satisfies
(UTC-03:00) City of 4, query
Buenos Aires (b) (6)
Nov-08-2020 12:07:15 ACVOPFEINFP6000 |/ (b) (4), Query 3: Answered The report of
(UTC-03:00) City of (b) (6) symptoms compatible
Buenos Aires with Covid of
2NOV 2020 isdueto
the fact that the
subject was still
symptomatic in the
context of hiscurrent
probable COVID
illness. Thank you.
Nov-08-2020 05:14:14 ACVOPFEINFP6000 |/ (b) (4), (b) Query 3: Opened Iliness ediary: As per
(UTC-03:00) City of (6) IlIness ediary records,
Buenos Aires subject reported "Yes'
for the for the
COVID-19 symptoms
or diagnosis on
02NQOV 2020. But no
corresponding
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

Generated By:

(b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

Subject Initials: ---

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

COVID lllness visit
indicate symptoms
present at this date.
Pls update Covid
illness visit or clarify.

Oct-29-2020 12:23:26 ACVOPFEINFP6000 | (b) (4), Query 2: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Oct-29-2020 12:01:12 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered Subject hasn’t

(UTC-03:00) City of returned for

Buenos Aires V3PostVAX?2 visit
yet; it is scheduled for
300CT2020

Oct-28-2020 14:33:30 ACVOPFEINFP6000 | (b) (4). Query 2: Opened ClinQuery: Please

(UTC-03:00) City of (b) (6) confirm if participant

Buenos Aires has returned for
V3PostVAX2 visit. If
yes, please update
records accordingly.

Oct-13-2020 05:09:39 ACVOPFEINFPE000 | (b) Query 1: Closed Data updated per

(UTC-03:00) City of 4), query

Buenos Aires (b) (6)

Oct-12-2020 09:10:17
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 1: Answered

The COVID illness
visit was done, the
information was
uploaded Thank you

Oct-07-2020 08:18:36
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1. Opened

Asper llIness ediary
records, subject
reported "Yes' for the
guestion "Have you
experienced any of
the following?’ for
the COVID-19
symptoms or
diagnosis on
050CT2020. But
thereisno COVID
IlIness visit reported
in the database. Please
clarify.

Sep-13-2020 17:05:34
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

Martina Davalli
(b) (4)

Data Entry:
Sep/13/2020

Initial Entry
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Generated By:

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

Argerich

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

Back to Form

| 1. Date:

‘ Date L ocation User Value Reason
Sep-13-2020 17:05:46 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sep/13/2020
Buenos Aires (b) (4)

| 2.a

| Date L ocation User Value Reason
Sep-13-2020 17:05:46 ACVOPFEINFP6000 | Martina Data Entry: Initia Entry
(UTC-03:00) City of Davalli Record Identifier:: 1
Buenos Aires (b) (4) Temperature: 374

TemperatureUnit: C
Temperature Locati ORAL CAVI
on:: TY

‘ 2.a Record | dentifier:

| Date L ocation User Value Reason
Sep-13-2020 17:05:46 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 1
Buenos Aires (b) (4)

| 2.a Temperature:

‘ Date L ocation User Value Reason
Sep-13-2020 17:05:46 ACVOPFEINFP6000 | Martina Data Entry: Initia Entry
(UTC-03:00) City of Davalli 374
Buenos Aires (b) (4)

‘ 2.aUnit:
| Date L ocation User Value Reason
Sep-13-2020 17:05:46 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli C
Buenos Aires (b) (4)
| 2.a Temperature Location:

‘Date |Location |User |Value ’Reason
Sep-13-2020 17:05:46 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ORAL CAVITY

Page 232 of 432

*** Confidential***
FDA-CBER-2021-5683-0876647




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12313674
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 20:20

Buenos Aires

(b) (4)

*** Confidential***

Page 233 of 432

FDA-CBER-2021-5683-0876648




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313674
Generated By: (b) (4

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

Back to Form

| 1. Lab Pandl:

‘ Date L ocation ’ User | Value Reason
Sep-13-2020 17:05:52 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) [URINALYSIS
Aires

| 2. Lab Sub-Pane

| Date L ocation | User | Value Reason
Sep-13-2020 17:05:52 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) | PREGNANCY

‘ 3. Collection Date:

| Date L ocation User Value Reason
Sep-13-2020 17:05:52 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sep/13/2020
Buenos Aires (b) (4)

| 4. Laboratory Name and Address (Derived)

‘ Date L ocation ’ User | Value Reason
Sep-13-2020 17:05:52 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | STUDY SITE
Aires

| 5. Specimen Type:

| Date L ocation | User | Value Reason
Sep-13-2020 17:05:52 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | URINE
Aires

| 6.a

| Date L ocation ’ User | Value Reason
Sep-13-2020 17:05:52 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | sponsor-Defined 113
Aires | dentifier:

Test:: Choriogonadotropin

Beta PX113

Page 234 of 432

*** Confidential***
FDA-CBER-2021-5683-0876649




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313674

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Result:: NEGATIVE
Not Done::

| 6.a Sponsor ID:

‘ Date L ocation ’ User | Value Reason
Sep-13-2020 17:05:52 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |113
Aires

‘ 6.a Test:

| Date L ocation User Value Reason
Sep-13-2020 17:05:52 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Choriogonadotropin Beta PX113
Buenos Aires (b) (4)

| 6.a Result:

| Date L ocation User Value Reason
Sep-13-2020 17:05:52 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEGATIVE
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V2 VAX2 L

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

Subject No: 12313674
Generated By: (b) (4

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

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Sep-13-2020 17:05:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
| 2. Sample Type
‘ Date L ocation ’ User | Value Reason
Sep-13-2020 17:05:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | NASAL_SWAB
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Sep-14-2020 09:29:08 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-14-2020 02:38:59 ACVOPFEINFP6000 |/(b) (4). (b) (6) | Query 1. Opened 'Sample Collected? is
(UTC-03:00) City of Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Sep-13-2020 17:05:57 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is

(UTC-03:00) City of (autoquery) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Sep-13-2020 17:05:57 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4) Date of Collection:
Sep/13/2020
| 5.a
‘ Date L ocation User Value Reason
Sep-14-2020 09:29:08 ACVOPFEINFPE000 || (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ®) Sample |D: BP2BXL
Buenos Aires
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Header Text: C4591001
Visit: V2 VAX2_ L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 5.aSample D
| Date L ocation User Value Reason
Sep-14-2020 09:29:08 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BP2BXL
Buenos Aires
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Header Text: C4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:.04

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4

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

Back to Form

| 1. Wasthere a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Sep-13-2020 17:06:16 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)

| 2. Treatment Name

| Date L ocation | User | Value Reason
Sep-13-2020 17:06:16 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | BLINDED THERAPY
Aires

‘ 3. Formulation:

| Date L ocation | User | Value Reason
Sep-13-2020 17:06:16 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | INJECTION
Aires

| 4, Dose Date Time:

‘ Date L ocation User Value Reason
Sep-13-2020 17:06:16 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sep/13/2020 15:58
Buenos Aires (b) (4)

| 5. Anatomical Location:

| Date L ocation | User | Value Reason
Sep-13-2020 17:06:16 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | DELTOID MUSCLE
Aires

| 6. Body Side:

| Date L ocation User Value Reason
Sep-13-2020 17:06:16 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli LEFT
Buenos Aires (b) (4)

| 7. Route:
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Header Text: C4591001

Visit: V2_VAX2 L Form: VACCINATION - eCRF Audit Trail History

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

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

Argerich

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
‘ Date L ocation ’ User ’ Value Reason
Sep-13-2020 17:06:16 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) [INTRAMUSCULAR

Aires

‘ 10. Timeframe Subject Was Observed

| Date L ocation | User | Value Reason
Sep-13-2020 17:06:16 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | THE PROTOCOL SPECIFIED OBSE

Aires RVATION 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-13-2020 17:06:16 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

Generated By:

(b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

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

Back to Form

| 1. Date of Visit
| Date L ocation User | Value | Reason
Nov-30-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Closed as per site response,
03:18:30 1: Clo | updated PD tracker for clinical
(UTC-03:00) sed review
City of
Buenos Aires
Nov-27-2020 | ACVOPFEINFP6000 Santiago Corradetti Query | DOV at V3isindeed out of
10:52:50 (b) (4) 1: Ans | window for 39 days from V2
(UTC-03:00) wered | because the subject was
City of isolated during her probable
Buenos Aires COVID llIness episode.
Nov-27-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | PDQ: Date of visit at
03:32:17 (b) (4) 1:0p |V3_MONTH1_POSTVAX2 L
(UTC-03:00) ened |isout of window for 39 days
City of fromV2 VAX2 L DOV or
Buenos Aires V2 Vaccination date. Please
verify and update. Else,
confirm in query response
appropriately.  (b) (4)
(b) (4)
Nov-26-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry
15:09:50 Entry
(UTC-03:00) X
City of Nov/2
Buenos Aires 6/202
0
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Header Text: C4591001
Visit: V3 MONTHL POSTVAX2 L

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

Subject No: 12313674

Generated By: (b) (4

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Nov-26-2020 15:10:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |[SITE
Aires
| 2. Sample Type
‘ Date L ocation | User | Value Reason
Nov-26-2020 15:10:02 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SERUM
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Dec-01-2020 04:44:43 ACVOPFEINFP6000 |/ (b) (4), (b) (6) |Query 1: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Nov-30-2020 11:59:01 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-30-2020 11:59:01 ACVOPFEINFP6000 |/(b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) NO
Buenos Aires
Nov-30-2020 04:25:33 ACVOPFEINFPE000 |/(b) (4), (b) (6) | Query 1: Reissued:Opened Asbarcode/s are
(UTC-03:00) City of entered under
Buenos Aires CONVA visit, site
would need to enter
NO to “Sample
Collected” as site has
entered a comment,
explaining that the
sampleis captured in
the Convalescent visit,
to field 4 of this CRF.
Nov-27-2020 12:45:20 ACVOPFEINFP6000 |Agustin Query 1: Answered Original valueis
(UTC-03:00) City of Morato Cabral correct
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

Nov-27-2020 03:18:38
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG6000

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

Query 1: Opened

'‘Sample Collected? is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Nov-26-2020 15:10:02
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Candidate

'‘Sample Collected? is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Nov-26-2020 15:10:02 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:

Nov/26/2020

| 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

‘ Date L ocation User Value Reason
Nov-30-2020 11:59:40 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-30-2020 11:59:40 ACVOPFEINFP6000 |/(b) (4), (b) Data Entry: Transcription Error

(UTC-03:00) City of (6) Sample is captured in the conval escen

Buenos Aires cevisit.

Nov-30-2020 11:59:23 ACVOPFEINFP6000 | auto query Query 1: Opened Entered text has either

(UTC-03:00) City of (autoquery) acarriagereturn (line

Buenos Aires break) or extra spaces
at the end of the text
or between words.
Please correct by
removing al datain
the field and re-enter
without adding extra
spaces or using enter
or tab keys.

Nov-30-2020 11:59:23 ACVOPFEINFP6000 |/(b) (4), (b) Data Entry: Transcription Error

(UTC-03:00) City of (6) Sample is captured in the convalescen

Buenos Aires cevisit.

Nov-27-2020 12:44:49 ACVOPFEINFP6000 | Agustin Data Entry: Initial Entry

(UTC-03:00) City of Morato samples collected were uploaded und

Buenos Aires Cabra er CRF COV CONV since V3 and Co

(b) (4) nvalescence visit took place at the sa
me day
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

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

Back to Form

‘ 1. Date of Visit

| Date L ocation User Value Reason
Oct-26-2020 16:43:04 ACVOPFEINFP6000 | (b) (4), Query 3: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Oct-24-2020 11:53:51 ACVOPFEINFP6000 | Mabel Berrueta | Query 3: Answered 190CT2020 was
(UTC-03:00) City of (b) (4) completed Image
Buenos Aires form
Oct-14-2020 11:40:58 ACVOPFEINFP6000 | (b) (4), Query 3: Opened ClinQuery:
(UTC-03:00) City of (b) (6) According to the SAE
Buenos Aires report, subject had
CT scan with
findings. Please
review CRF
Completion
Instructions Section
8.42 and complete
records.
Oct-12-2020 08:50:27 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-12-2020 08:46:42 ACVOPFEINFPE000 | auto query Query 2: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-12-2020 08:42:49 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visit is
(UTC-03:00) City of (autoquery) completed but Date of
Buenos Aires Assessment in the
Signs and Symptoms
formismissing.
Please review and
update as appropriate.
Oct-12-2020 08:42:49 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis
(UTC-03:00) City of (autoquery) completed but Date of
Buenos Aires Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.
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Header Text: C4591001

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

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

Subject No: 12313674

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-12-2020 08:42:49 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Oct/6/2020
Buenos Aires
| 3. COVID-19 IlIness Visit:
| Date L ocation ‘ User | Value Reason
Oct-12-2020 08:42:49 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | COVID_A
Aires
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Header Text: C4591001

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

Form Version: 10-Oct-2020 16:02
SiteNo: 1231

Subject No: 12313674

Generated By: (b) (4

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

‘ 1. Date of Assessment:

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/6/2020
Aires

| 2. Date of First Symptom Started:

‘ Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sep/30/2020
Aires

| 3. Symptoms Ongoing?

| Date L ocation User Value Reason
Nov-30-2020 21:15:41 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed Response sétisfies
(UTC-03:00) City of query
Buenos Aires
Nov-30-2020 20:12:27 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-30-2020 20:12:27 ACVOPFEINFP6000 || (b) (4). (b) (6) Data Entry: New Information

(UTC-03:00) City of NO

Buenos Aires Date of Last Symptom Resolved:

Nov/16/2020

Nov-30-2020 17:01:30 ACVOPFEINFP6000 || (b) (4), (b) (6) Query 1: Opened CLINQUERY: Please

(UTC-03:00) City of clarify whether the

Buenos Aires reported symptoms
are still ongoing? If
symptoms have
ended, please update
 Symptoms Ongoing’
onto ‘NO’ and add
Date of Last
Symptom Resolved
on the CRF.

Nov-30-2020 11:34:11 ACVOPFEINFP6000 || (b) (4), (b) (6) Query 1: Candidate CLINQUERY: Please

(UTC-03:00) City of clarify whether the

Buenos Aires reported symptoms
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1231

Subject No: 12313674

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
are still ongoing? If
symptoms have
ended, please update
‘ Symptoms Ongoing’
onto ‘NO’ and add
Date of Last
Symptom Resolved
on the CRF.

Nov-08-2020 12:04:09 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: New Information

(UTC-03:00) City of YES

Buenos Aires

Nov-02-2020 09:47:24 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: New Information

(UTC-03:00) City of (6) NO

Buenos Aires Date of Last Symptom Resolved:

Oct/16/2020

Oct-12-2020 08:46:42 ACVOPFEINFP6000 || (b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires

| 4a

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms: FEVER
Alres Symptom Present: NO

‘ 4.a Symptoms:

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) FEVER
Aires

| 4.a Was symptom present?

‘ Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

|ab

| Date L ocation User Value Reason
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Header Text: C4591001

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

Form Version: 10-Oct-2020 16:02
SiteNo: 1231

Subject No: 12313674

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms.  NEW OR INCREASE
Aires D COUGH
Symptom Pr YES
esent:

‘ 4.b Symptoms:

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW OR INCREASED COUGH
Aires

| 4.b Was symptom present?

‘ Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires

| 4.c

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptom NEW OR INCREASED S
Aires s HORTNESS OF BREATH

Symptom NO
Present:

‘ 4.c Symptoms:

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW OR INCREASED SHORTNESS
Aires OF BREATH

| 4.c Was symptom present?

‘ Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

|ad
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Header Text: C4591001

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

Form Version: 10-Oct-2020 16:02
SiteNo: 1231

Subject No: 12313674

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data Complete, Frozen, Verified

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

Argerich
Subject Initials: ---

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

Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
Aires Symptom Present: NO

| 4.d Symptoms:

‘ Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) CHILLS
Aires

| 4.d Was symptom present?

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

[4e

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Symptoms: NEW OR INCREASED
Aires MUSCLE PAIN

Symptom P YES
resent:

| 4.e Symptoms:

‘ Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW OR INCREASED MUSCLE PA
Aires IN

‘ 4.e Was symptom present?

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires

|af
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Header Text: C4591001

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

Form Version: 10-Oct-2020 16:02
SiteNo: 1231

Subject No: 12313674

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Symptoms: NEW LOSS OF TASTE
Aires OR SMELL

Symptom P NO

resent:

| 4.f Symptoms:

‘ Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW LOSS OF TASTE OR SMELL
Aires

‘ 4.f Was symptom present?

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

| 4.9

‘ Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (0) (6) Symptoms: NEW OR INCREASED
Aires SORE THROAT

Symptom YES
Present:

| 4.9 Symptoms:

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW OR INCREASED SORE THRO
Aires AT

‘ 4.9 Was symptom present?

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires
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Header Text: C4591001

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

Form Version: 10-Oct-2020 16:02
SiteNo: 1231

Subject No: 12313674

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data Complete, Frozen, Verified

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

Argerich
Subject Initials: ---

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

| 4h

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms: DIARRHEA
Alres Symptom Present: YES

‘ 4.h Symptoms:

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) DIARRHEA
Aires

| 4.h Was symptom present?

‘ Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires

| Aj

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms: VOMITING
Alres Symptom Present: NO

‘ 4.i Symptoms:

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) VOMITING
Aires

| 4.i Was symptom present?

| Date L ocation User Value Reason
Oct-12-2020 08:46:42 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - Audit Trail
Oct/06/2020
Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Oct-12-2020 08:48:57 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - Audit Trail
Oct/06/2020

Form Version: 06-Jul-2020 21:54 Form Status:

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Date L ocation User Value Reason
Jan-15-2021 13:09:55 ACVOPFEINFP6000 | Santiago Form Created
(UTC-03:00) City of Buenos Corradetti
Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - Audit Trail
Oct/06/2020
Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Jan-15-2021 15:44:50 ACVOPFEINFP6000 | Santiago Form Created
(UTC-03:00) City of Buenos Corradetti
Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12313674

Generated By:

(b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

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

Back to Form

| 1. Actual Date of Collection:

‘ Date L ocation User Value Reason
Jan-15-2021 21:53:36 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Jan-15-2021 15:45:11 ACVOPFEINFP6000 | Santiago Query 1: Answered Changed data per
(UTC-03:00) City of Corradetti query
Buenos Aires (b) (4)
Jan-14-2021 19:28:57 ACVOPFEINFP6000 | (b) (4), Query 1: Opened Per medical chart, two
(UTC-03:00) City of (b) (6) more tests were
Buenos Aires performed: - 09 OCT
2020, NEGATIVE, at
Clinica Zabala. - 29
OCT 2020,
NEGATIVE, at home
(commercial kit used
was Atila Biosystems
IAMP Covid-19
Detection Kit).
Please, review and
modify if necessary
Oct-12-2020 08:48:57 ACVOPFEINFP6000 |/ (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Oct/6/2020
Buenos Aires
| 2. Specimen Type:
‘ Date L ocation User Value Reason
Oct-18-2020 03:36:36 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed edc updated.
(UTC-03:00) City of (6)
Buenos Aires
Oct-16-2020 17:41:00 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-16-2020 17:41:00 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SWABBED MATERIAL
Buenos Aires
Oct-13-2020 05:43:11 ACVOPFEINFP6000 |/ (b) (4), (b) Query 1. Opened DM: Please complete
(UTC-03:00) City of (6) thisitem or else
Buenos Aires clarify. Thank you.
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Header Text: C4591001

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

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

Subject No: 12313674
Generated By:

(b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

| 3. Specimen Collection Location:

| Date L ocation User Value Reason
Oct-12-2020 08:48:57 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) NASOPHARY NX
Aires

‘ 4. Assay Code and Description:

| Date L ocation | User | Value Reason
Oct-12-2020 08:48:57 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SEVERE ACUTE RESP SYNDROME
Aires CORONAVIRUS 2

| 5. Device Type:

‘ Date L ocation ’ User | Value Reason
Oct-12-2020 08:48:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
Aires

‘ 6. Trade Name:

| Date L ocation User Value Reason
Oct-12-2020 08:48:57 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) ATILA BIOSYSTEMSIAMP COVID
Aires -19 DETECTION KIT

| 7. Test Result:

| Date L ocation User Value Reason
Oct-12-2020 08:48:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEGATIVE
Aires
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Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

| 1. Actual Date of Collection:

‘ Date L ocation User Value Reason
Jan-15-2021 13:09:55 ACVOPFEINFPE000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Oct/9/2020
Buenos Aires (b) (4)

| 2. Specimen Type:

| Date L ocation User Value Reason
Jan-15-2021 13:09:55 ACVOPFEINFPE000 | Santiago Data Entry: Initia Entry
(UTC-03:00) City of Corradetti SWABBED MATERIAL
Buenos Aires (b) (4)

‘ 3. Specimen Collection Location:

| Date L ocation User Value Reason
Jan-15-2021 13:09:55 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NASOPHARYNX
Buenos Aires (b) 4

| 4. Assay Code and Description:

‘ Date L ocation ’ User | Value Reason
Jan-15-2021 13:09:55 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos

(autocalc) | SEVERE ACUTE RESP SYNDROME

Aires CORONAVIRUS 2

| 5. Device Type:

| Date L ocation | User | Value Reason
Jan-15-2021 13:09:55 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
Aires

‘ 6. Trade Name:

| Date L ocation User Value Reason
Jan-15-2021 13:09:55 ACVOPFEINFPE000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti OTHER
Buenos Aires (b) (4)

| 7. Test Result:
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Header Text: C4591001

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

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

Subject No: 12313674

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

| Date L ocation User Value Reason
Jan-15-2021 13:09:55 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NEGATIVE
Buenos Aires (b) (4)

| 9. Trade Name Other, Specify:

‘ Date L ocation User Value Reason
Jan-15-2021 13:09:55 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NALT unknown
Buenos Aires (b) (4)

Page 257 of 432

*** Confidential***

FDA-CBER-2021-5683-0876672




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

| 1. Actual Date of Collection:

‘ Date L ocation User Value Reason
Jan-15-2021 15:44:50 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Oct/29/2020
Buenos Aires (b) (4)

| 2. Specimen Type:

| Date L ocation User Value Reason
Jan-15-2021 15:44:50 ACVOPFEINFPE000 | Santiago Data Entry: Initia Entry
(UTC-03:00) City of Corradetti SWABBED MATERIAL
Buenos Aires (b) (4)

‘ 3. Specimen Collection Location:

| Date L ocation User Value Reason
Jan-15-2021 15:44:50 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NASOPHARYNX
Buenos Aires (b) (4)

| 4. Assay Code and Description:

‘ Date L ocation ’ User | Value Reason
Jan-15-2021 15:44:50 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos

(autocalc) | SEVERE ACUTE RESP SYNDROME

Aires CORONAVIRUS 2

| 5. Device Type:

| Date L ocation | User | Value Reason
Jan-15-2021 15:44:50 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
Aires

‘ 6. Trade Name:

| Date L ocation User Value Reason
Jan-15-2021 15:44:50 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti ATILA BIOSYSTEMSIAMP COVI
Buenos Aires (b) (4) D-19 DETECTION KIT

| 7. Test Result:
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Header Text: C4591001

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

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

Subject No: 12313674

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Jan-15-2021 15:44:50 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NEGATIVE
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Oct/06/2020 Audit Trail History

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

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Oct-12-2020 08:49:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
| 2. Sample Type
‘ Date L ocation ’ User | Value Reason
Oct-12-2020 08:49:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |NASAL_SWAB_SELF
Aires

| 3. Sample Collected?

| Date L ocation User Value Reason
Oct-12-2020 08:49:57 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
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-12-2020 08:49:57 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample collected by team physician
Aires
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

Argerich

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

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Oct-12-2020 08:50:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
| 2. Sample Type
‘ Date L ocation ’ User | Value Reason
Oct-12-2020 08:50:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | NASAL_SWAB
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Oct-12-2020 12:13:28 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-12-2020 08:50:27 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample Collected? is
(UTC-03:00) City of (autoquery) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Oct-12-2020 08:50:27 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Oct/6/2020
‘ 5a
| Date L ocation User Value Reason
Oct-12-2020 12:13:28 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample | D: BPXJTP
Buenos Aires (b) (4
| 5.aSample D
‘ Date L ocation User Value Reason
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Header Text: C4591001
Visit: POT_COVID_ILL 1-U

nscheduled Visiton  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Oct/06/2020 Trail History

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

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

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-12-2020 12:13:28 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BPXJTP
Buenos Aires (b) @)
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Header Text: C4591001

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

Form Version: 10-Oct-2020 15:59
SiteNo: 1231

Subject No: 12313674

Generated By: (b) (4

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

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

Back to Form

[1a

| Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (0) (6) Type of Practitioner: SPECIAL
Aires IST

Occurrenceof Visitsor  NO
Contacts:

| 1.a Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) SPECIALIST
Aires

| 1.a Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

‘ 1b

| Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(QTC-O3:OO) City of Buenos () (6) Type of Practitioner: EMERGENC
Aires Y ROOM

Occurrence of Visits NO
or Contacts:
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Header Text: C4591001

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

Form Version: 10-Oct-2020 15:59
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

| 1.b Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFPE000 |/(b) (4). Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) EMERGENCY ROOM
Aires
‘ 1.b Occurrence of Visits or Contacts:
| Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| 1c
‘ Date L ocation User Value Reason
Oct-19-2020 19:11:31 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (0) (6) Typeof Practitio PRIMARY CAR
Buenos Aires ner: E PHYSICIAN
Occurrenceof Vi YES
sitsor Contacts:  Number of Visits
or Contacts:
2
Oct-12-2020 08:50:40 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (0) (6) Typeof Practitio PRIMARY CAR
Buenos Aires ner: E PHYSICIAN
Occurrence of VisNO
itsor Contacts:
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Header Text: C4591001

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

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4

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

| 1.c Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) PRIMARY CARE PHYSICIAN
Aires

‘ 1.c Occurrence of Visitsor Contacts:

| Date L ocation User Value Reason
Oct-19-2020 19:11:31 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires Number of Visits or Contacts:

2
Oct-12-2020 08:50:40 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires

| 1d

‘ Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Typeof Practitioner: URGENT C
Aires ARE

Occurrenceof Visitsor NO
Contacts:

‘ 1.d Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) URGENT CARE
Aires

| 1.d Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

[1e

| Date L ocation User Value Reason
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Header Text: C4591001

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

Form Version: 10-Oct-2020 15:59
SiteNo: 1231

Subject No: 12313674

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Type of Practition TELEPHONE C
Alres er: ONSULTATION
Occurrence of Vis NO
itsor Contacts:

‘ 1.e Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) TELEPHONE CONSULTATION
Aires

| 1.e Occurrence of Visitsor Contacts:

‘ Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

|1t

| Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (0) (6) Type of Practitioner: OTHE
Aires R

Occurrence of Visitsor Con NO
tacts:

‘ 1.f Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) OTHER
Aires

| 1.f Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

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

Page 266 of 432

*** Confidential***
FDA-CBER-2021-5683-0876681




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Oct/06/2020

SiteNo: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Subject No: 12313674

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Oct-19-2020 18:34:46 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires Has the subject been in intensive car

e dueto potential COVID-19 illness

?

NO
Oct-12-2020 08:50:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: HOSPITALIZATION DETAILS - Audit Trail
QOct/06/2020

090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: () @ Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Oct-19-2020 19:00:55 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History
Oct/06/2020
Form Version: 22-Apr-2020 2102 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

| 1. Hospitalization Category:

‘ Date L ocation ’ User | Value Reason
Oct-19-2020 19:00:55 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |HOSPITALIZATION STATUS
Aires

‘ 2. Hospitalization Term:

| Date L ocation User Value Reason
Oct-19-2020 19:00:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) HOSPITAL
Buenos Aires

‘ 3. Admission Date:

| Date L ocation User Value Reason
Oct-19-2020 19:00:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/9/2020
Buenos Aires

‘ 4. Ongoing?

| Date L ocation User Value Reason
Oct-19-2020 19:00:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires Discharge Date:

Oct/10/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1231

Subject No: 12313674

Generated By:

(b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Argerich

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

Back to Form

‘ 1. Category of Clinical Event:

| Date L ocation | User | Value Reason
Oct-12-2020 08:52:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | POTENTIAL COVID-19 ILLNESS
Aires

| 2. Was a diagnosis obtained for Potential COVID-19 |lIness?

‘ Date L ocation User Value Reason
Oct-19-2020 19:15:24 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires
Oct-19-2020 19:15:24 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires Respiratory Iliness Diagnosis:
Nonspecific pneumonitis.
Date of Diagnosis:
Oct/9/2020
Oct-19-2020 19:07:40 ACVOPFEINFP6000 | auto query Query 1. Opened Yesis selected,
(UTC-03:00) City of (autoquery) however, either the
Buenos Aires diagnosis details or
date of diagnosisis
missing. Please
correct.
Oct-19-2020 19:07:40 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires Respiratory Iliness Diagnosis.
Nonspecific pneumonitis.
Oct-12-2020 08:52:23 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires

| 3. Toxicity Grade:

| Date ‘ L ocation | User |Value | Reason
Oct-19-2020 19:07:59 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) 2
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Form Version: 06-Jul-2020 21:52

Generated By: (b) (4

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Buenos Aires

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

Oct-12-2020 08:52:23 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1-U
QOct/06/2020

nscheduled Visit on

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - Audit

Trail

Form Status:

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

Argerich

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

Back to Form

Date

L ocation

User

Value

Reason

Oct-19-2020 19:35:48
(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 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Oct/06/2020 Audit Trail History

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

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

| 1. Lab Pand:

‘ Date L ocation ’ User | Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | CLINICAL CHEMISTRY
Aires

‘ 2. Laboratory Name and Address

| Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Clinica Zabala. 1295 Cabildo Ave, CA
Buenos Aires BA

‘ 3. Collection Date:

| Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) Oct/9/2020
Buenos Aires
‘ 4. Specimen Type:
| Date L ocation | User | Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | BLOOD
Aires
| 5a
‘ Date L ocation User Value Reason
Oct-19-2020 19:53:03 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined 329
Buenos Aires I dentifier:
Test:: C Reactive Protei
n_PX329
Result:: 3.87
Not Done::
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Lab Normal Ran Low
ge: 0
High
05
Unit
mg/dL
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined 329
Buenos Aires Identifier:
Test:: C Reactive Protel
n_PX329
Result:: 3.87
Not Done::
Lab Normal Ran Low
ge 0
Unit
mg/dL

| 5.a Sponsor ID:

‘ Date L ocation ’ User | Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 329
Aires

| 5.aTest:

| Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) C Reactive Protein_PX329
Buenos Aires

| 5.a Result:

| Date L ocation User Value Reason
Oct-19-2020 19:53:03 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto query Query 1. Opened Result is present, but

(UTC-03:00) City of (autoquery) lab normal range
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

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

Argerich

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

Buenos Aires

(Low, high or Unit) is
missing. Please
correct or confirm.

*** Confidential***

Oct-19-2020 19:35:48 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 3.87
Buenos Aires
| 5aLNMT
‘ Date L ocation User Value Reason
Oct-19-2020 19:53:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 0
High
0.5
Unit
mg/dL
Oct-19-2020 19:35:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 0
Unit
mg/dL
|50
| Date L ocation User Value Reason
Oct-19-2020 19:53:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Define 30
Buenos Aires d I dentifier:
Test:: Alanine Aminotran
sferase PX30
Result:: 34
Not Done::
Lab Normal Ra Low
nge: 5
High
34
Unit
u/L
Page 275 of 432

FDA-CBER-2021-5683-0876690




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Oct/06/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313674

Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Define 30
Buenos Aires d Identifier:
Test:: Alanine Aminotran
sferase PX30
Result:: 34
Not Done::
Lab Normal Ra Low
nge: 5
Unit
u/L
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status:

Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 5.b Sponsor ID:
| Date L ocation | User | Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) |30
Aires
‘ 5.b Test:
| Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Alanine Aminotransferase_PX30
Buenos Aires
‘ 5.b Result:
| Date L ocation User Value Reason
Oct-19-2020 19:53:16 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-03:00) City of (autoquery) lab normal range
Buenos Aires (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-19-2020 19:35:48 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 34
Buenos Aires
‘ 5bLNMT
| Date L ocation User Value Reason
Oct-19-2020 19:53:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 5
High
34
Unit
uU/L
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | (B) (4), (b) |DataEntry: Initial Entry
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Oct/06/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313674

Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) (4), Low
Buenos Aires (b) (6) 5
Unit
uU/L
(50
‘ Date L ocation User Value Reason
Oct-19-2020 19:53:28 ACVOPFEINFP6000 ||(b) (4), DataEntry: Transcription Error
(UTC-03:00) City of () (6) Sponsor-Define 28
Buenos Aires d ldentifier:
Test:: Aspartate Aminotra
nsferase PX28
Result:: 28
Not Done::
Lab Normal R Low
ange: 0
High
55
Unit
U/L
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Define 28
Buenos Aires d ldentifier:
Test:: Aspartate Aminotra
nsferase_PX28
Result:: 28
Not Done::
Lab Normal R Low
ange: 0
Unit
u/L
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Oct/06/2020 Audit Trail History

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

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

Subject No: 12313674 Subject Initials: ---

090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 5.c Sponsor ID:
| Date L ocation | User | Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) |28
Aires
‘ 5.c Test:
| Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aspartate Aminotransferase_PX28
Buenos Aires
‘ 5.c Result:
| Date L ocation User Value Reason
Oct-19-2020 19:53:28 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-03:00) City of (autoquery) lab normal range
Buenos Aires (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-19-2020 19:35:48 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 28
Buenos Aires
‘ 5.CcLNMT
| Date L ocation User Value Reason
Oct-19-2020 19:53:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 0
High
55
Unit
uU/L
Oct-19-2020 19:35:48 ACVOPFEINFPG000 gbg (4), (b) |pataEntry: Initial Entry
6
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313674

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

Argerich

Subject Initials: ---

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) (4), Low
Buenos Aires (b) (6) 0
Unit
U/L
|5
‘ Date L ocation User Value Reason
Oct-19-2020 19:53:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) Sponsor-Defined 35
Buenos Aires I dentifier:
Test:: Alkaline Phosphat
ase PX35
Result:: 69
Not Done::
Lab Normal Ran Low
ge 40
High
150
Unit
U/L
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defined 35
Buenos Aires I dentifier:
Test:: Alkaline Phosphat
ase_PX35
Result:: 69
Not Done::
Lab Normal Ran Low
ge: 40
Unit
uU/L
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Oct/06/2020

SiteNo: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Subject No: 12313674

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 5.d Sponsor ID:
| Date L ocation | User | Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) |35
Aires
‘ 5.d Test:
| Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Alkaline Phosphatase_PX35
Buenos Aires
‘ 5.d Result:
| Date L ocation User Value Reason
Oct-19-2020 19:53:43 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-03:00) City of (autoquery) lab normal range
Buenos Aires (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-19-2020 19:35:48 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 69
Buenos Aires
‘ 5dLNMT
| Date L ocation User Value Reason
Oct-19-2020 19:53:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 40
High
150
Unit
uU/L
Oct-19-2020 19:35:48 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12313674

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

Argerich

Subject Initials: ---

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) (4), Low
Buenos Aires (b) (6) 40
Unit
uU/L
(e
‘ Date L ocation User Value Reason
Oct-19-2020 19:53:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (0) (6) Sponsor-Defined Iden 21
Buenos Aires tifier:
Test:: Bilirubin_P
X21
Result:: 0.17
Not Done::
Lab Normal Range: Low
0.2
High
1
Unit
mg/dL
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defined Iden 21
Buenos Aires tifier:
Test:: Bilirubin_P
X21
Result:: 0.17
Not Done::
Lab Normal Range: Low
0.2
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 5.e Sponsor ID:
| Date L ocation | User | Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) |21
Aires
‘ 5.eTest:
| Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Bilirubin_PX21
Buenos Aires
‘ 5.e Result:
| Date L ocation User Value Reason
Oct-19-2020 19:53:54 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-03:00) City of (autoquery) lab normal range
Buenos Aires (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-19-2020 19:35:48 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 0.17
Buenos Aires
‘ 5eLNMT
| Date L ocation User Value Reason
Oct-19-2020 19:53:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 0.2
High
1
Unit
mg/dL
Oct-19-2020 19:35:48 ACVOPFEINFPe000 |(b) (4), (b) |DataEntry: Initial Entry
(6)
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Header Text: C4591001
Visit: POT_COVID_ILL 1-U
Oct/06/2020

nscheduled Visit on

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA -

Audit Trail History

REPEATING CHEMISTRY - eCRF

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) (4), Low
Buenos Aires (b) (6) 0.2
Unit
mg/dL

‘ 5

‘ Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sponsor -Defined
Buenos Aires |dentifier:

Test:: Blood Urea Nitro
gen_PX47

Result::

Not Done::

Lab Normal Ran

ge

‘ 5.f Test:

‘ Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Blood Urea Nitrogen PX47
Buenos Aires

‘ 50

‘ Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sponsor -Defined Iden
Buenos Aires tifier:

Test:: Creatinine_P
X48
Result::
Not Done::
Lab Normal Range:
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Header Text: C4591001

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

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

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 5.g Test:
| Date L ocation User Value Reason
Oct-19-2020 19:35:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-03:00) City of (b) (6) Creatinine_PX48
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1-U
QOct/06/2020

nscheduled Visit on

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit

Trail

Form Status:

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

Argerich

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

Back to Form

Date

L ocation

User

Value

Reason

Oct-19-2020 19:58:25
(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 1 - Unscheduled Visit on
Oct/06/2020

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

Subject No: 12313674
Generated By: (b) (4

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

| 1. Lab Pand:

‘ Date L ocation ’ User | Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |HEMATOLOGY
Aires

‘ 2. Laboratory Name and Address

| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Clinica Zabala. 1295 Cabildo Ave, CA
Buenos Aires BA
‘ 3. Collection Date:
| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) Oct/9/2020
Buenos Aires
‘ 4. Specimen Type:
| Date L ocation | User | Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | BLOOD
Aires
| 5a
‘ Date L ocation | User ‘ Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Defined Iden 1
Aires tifier:
Test:: Hemoglobin_
PX1
Result:: 12.9
Not Done::
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Header Text: C4591001

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

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

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Lab Normal Range: Low
12
High
15
Unit
g/dL

‘ 5.a Sponsor ID:

| Date L ocation | User | Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) (1
Aires

| 5.a Test:

‘ Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Hemoglobin PX1
Buenos Aires

| 5.a Result:

‘ Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 12.9
Buenos Aires

| 5.aLNMT

‘ Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 12

High
15
Unit
g/dL
5b
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation | User | Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Defined Ident 2
Aires ifier:
Test:: Hematocrit_P
X2
Result:: 37.7
Not Done::
Lab Normal Range: Low
35
High
49
Unit
%
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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: Generated Time (GMT): 29-Mar-2021 20:20
| 5.b Sponsor ID:
| Date L ocation | User | Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) |2
Aires
‘ 5.b Test:
| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Hematocrit_PX2
Buenos Aires
‘ 5.b Result:
| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 37.7
Buenos Aires
‘ 5bLNMT
| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 35
High
49
Unit
%
‘ 5.c
| Date L ocation | User |VaJue Reason
Oct-26-2020 11:26:28 ACVOPFEINFPe000 |(0) (4), | DataEntry: New Information
(UTC-03:00) City of Buenos (b) (6) Sponsor-Defined Ide 3
Aires ntifier:
Test:: Erythrocytes
PX3
Result:: 421
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

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

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

Not Done::

Lab Normal Range: Low
4

High
54

Unit
10M2/L

Oct-26-2020 11:23:10
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFP6000

(b) (4), | DataEntry:
(b) (6) Sponsor-Defined Ide 3

ntifier:
Test:: Erythrocytes
PX3
Result:: 4.21
Not Done::
Lab Normal Range: Low
4
High
54
Unit
10M9/L

New Information

Oct-19-2020 19:58:25
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFP6000

auto calc Data Entry:
(autocalc) | sponsor-Defined Ide 3

ntifier:
Test:: Erythrocytes
PX3
Result:: 421
Not Done::
Lab Normal Range: Low
4
High
54

Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 5.c Sponsor ID:
| Date L ocation | User | Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) |3
Aires
‘ 5.c Test:
| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Erythrocytes PX3
Buenos Aires
‘ 5.c Result:
| Date L ocation User Value Reason
Oct-27-2020 12:20:28 ACVOPFEINFPGE000 |/(b) (4), (b) (6) | Query 1. Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Oct-26-2020 11:23:10 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-21-2020 10:00:49 ACVOPFEINFP6000 |/ (b) (4), (b) Query 1: Reissued:Opened DM: Unit ismissing
(UTC-03:00) City of (6) for thistest. Please
Buenos Aires correct or confirm
appropriately.
Oct-20-2020 10:54:06 ACVOPFEINFP6000 [(b) (4), (b) (6) [Query 1: Answered Origina valueis
(UTC-03:00) City of correct
Buenos Aires
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-03:00) City of (autoquery) lab normal range
Buenos Aires (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 4.21
Buenos Aires
‘ 5CcLNMT
| Date L ocation User Value Reason
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-26-2020 11:26:28 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Low
Buenos Aires 4
High
54
Unit
10M2/L
Oct-26-2020 11:23:10 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Low
Buenos Aires 4
High
5.4
Unit
10M9/L
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 4
High
54
‘ 5.4
| Date L ocation User Value Reason
Oct-26-2020 11:26:46 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of ® Sponsor-Defined Iden 5
Buenos Aires tifier:
Test:: Platelets P
X5
Result:: 340.4
Not Done::
Lab Normal Range: Low
140
High
425
Unit
10M9/L
Oct-26-2020 11:26:03 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of ®) Sponsor-Defined Iden 5
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313674

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

Argerich

Subject Initials: ---

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Buenos Aires tifier:
Test:: Platelets P
X5
Result:: 340.4 K/ul
Not Done::
Lab Normal Range: Low
140
High
425
Unit
10M9/L
Oct-24-2020 11:58:26 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Defined Iden 5
Buenos Aires tifier:
Test:: Platelets P
X5
Result:: 340.4 K/ul
Not Done::
Lab Normal Range:  Low
140
High
425
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined Iden 5
Buenos Aires tifier:
Test:: Platelets P
X5
Result:: 3404
Not Done::
Lab Normal Range: Low
140
High
425
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/06/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 5.d Sponsor ID:
| Date L ocation ‘ User | Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) |5
Aires
‘ 5.d Test:
| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Platelets PX5
Buenos Aires
‘ 5.d Result:
| Date L ocation User Value Reason
Oct-26-2020 11:26:46 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) 340.4
Buenos Aires
Oct-26-2020 11:26:03 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-24-2020 11:58:26 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-03:00) City of (autoquery) lab normal range
Buenos Aires (Low, high or Unit) is
missing. Please
correct or confirm.
Oct-24-2020 11:58:26 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) 340.4 K/ul
Buenos Aires
Oct-21-2020 10:00:28 ACVOPFEINFP6000 |/ (b) (4), (b) Query 1: Reissued:Opened DM: Unit ismissing
(UTC-03:00) City of (6) for this test. Please
Buenos Aires correct or confirm
appropriately.
Oct-20-2020 10:54:23 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered Origina valueis
(UTC-03:00) City of correct
Buenos Aires
Oct-19-2020 19:58:25 ACVOPFEINFPE000 | auto query Query 1: Opened Result is present, but
(UTC-03:00) City of (autoquery) lab normal range
Buenos Aires (Low, high or Unit) is
missing. Please
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Argerich

Subject Initials:

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

correct or confirm.

Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 340.4
Buenos Aires
‘ 5.dLNMT
| Date L ocation User Value Reason
Oct-26-2020 11:26:03 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Low
Buenos Aires 140
High
425
Unit
10M9/L
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 140
High
425
[5e
| Date L ocation User Value Reason
Oct-21-2020 15:35:27 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined Ide 7
Buenos Aires ntifier:
Test:: Leukocytes
PX7
Result:: 5810
Not Done::
Lab Normal Range: Low
4500
High
11500
Unit
(b) (4), (b) (6) L
Oct-19-2020 19:58:25 ACVOPFEINFP6000 Data Entry: Initial Entry
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Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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: Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) (4), Sponsor -Defined | den
Buenos Aires (0) (6) tifier:
Test:: Leukocytes
PX7
Result::
Not Done::
Lab Normal Range:

| 5.e Sponsor 1D:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:35:27 ACVOPFEINFP6000 | autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |7
Aires

| 5.e Test:

| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Leukocytes PX7
Buenos Aires

| 5.e Result:

| Date L ocation User Value Reason
Oct-21-2020 15:35:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 5810
Buenos Aires

| 5.eLNMT

| Date L ocation User Value Reason
Oct-21-2020 15:35:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 4500

High
11500
Unit
JuL
5.f
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Nov-04-2020 19:14:18 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined | 608
Buenos Aires dentifier:
Test:: Neutrophils_
PX608
Result:: 3660.3
Not Done::
Lab Normal Rang Low
e 2905
High
4067
Unit
JuL
Nov-04-2020 14:36:07 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Sponsor-Defined | 608
Buenos Aires dentifier:
Test:: Neutrophils_
PX608
Result:: 3660.3
Not Done::
Lab Normal Rang Low
e 2905
High
4067
Unit
10M9/L
Nov-04-2020 08:58:55 ACVOPFEINFP6000 | MariaBeretta Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor -Defined | 608
Buenos Aires dentifier:
Test:: Neutrophils_
PX608
Result:: 3660.3/uL
Not Done::
Page 298 of 432

*** Confidential***
FDA-CBER-2021-5683-0876713




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Generated By: (b) (4

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

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

Lab Normal Rang Low

e 2905
High
4067
Unit
10M9/L
Nov-03-2020 17:28:18 ACVOPFEINFP6000 |[(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined | 608
Buenos Aires dentifier:
Test:: Neutrophils_
PX608
Result:: 3660.3
Not Done::
Lab Normal Rang Low
e 2905
High
4067
Unit
10M9/L
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---

Generated By:

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

Back to Form

|5
’ Date L ocation User Value Reason
Nov-02-2020 09:45:30 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) Sponsor-Defined Id 608
Buenos Aires entifier:
Test:: Neutrophils_P
X608
Result:: 3660.3/uL
Not Done::
Lab Normal Range: Low
2905
High
4067
Unit
10M9/L
Oct-31-2020 12:41:08 ACVOPFEINFP6000 | (b) (4). Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined Id 608
Buenos Aires entifier:
Test:: Neutrophils P
X608
Result:: 3660.3
Not Done::
Lab Normal Range: Low
2905
High
4067
Unit
10M9/L
Oct-26-2020 11:28:09 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of ©) Sponsor-Defined Id 608
Buenos Aires entifier:
Test:: Neutrophils_P
X608
Result:: 3660.3 10"9/L
Not Done::
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/06/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Lab Normal Range: Low
2905
High
4067
Unit
10M9/L
Oct-26-2020 11:27:51 ACVOPFEINFP6000 |/(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Sponsor-Defined Id 608
Buenos Aires entifier:
Test:: Neutrophils_P
X608
Result:: 3660.3 10"9/L
Not Done::
Lab Normal Range: Low
2905
High
4067
Unit
JuL
Oct-21-2020 15:33:33 ACVOPFEINFP6000 |[(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Sponsor-Defined Id 608
Buenos Aires entifier:
Test:: Neutrophils P
X608
Result:: 3660.3
Not Done::
Lab Normal Range: Low
2905
High
4067
Unit
JuL
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined |d 608
Buenos Aires entifier:
Test:: Neutrophils P
X608
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Header Text: C4591001

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

Oct/06/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313674
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 20:20
Result:: 63
Not Done::
Lab Normal Range Low
: 50
High
70
Unit
%
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/06/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject No: 12313674 Subject Initials: ---

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

| 5.f Sponsor 1D:

’ Date L ocation ‘ User ’ Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 608
Aires

’ 5.f Test:

| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Neutrophils_PX608
Buenos Aires

|5f Result:

| Date L ocation User Value Reason
Nov-06-2020 ACVOPFEINFP6000 (b) (4), (b) Query 5: Cl | Response satisfies
11:21:27 (6) osed query
(UTC-03:00)

City of Buenos

Aires

Nov-05-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 5: An | | confirm that the

08:56:46 swered WBC differentials are

(UTC-03:00) absolute values

City of Buenos

Aires

Nov-05-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 5: Op | DMW5284881;Please

04:03:49 (b) (@) ened confirm that the WBC

(UTC-03:00) differentials are

City of Buenos entered as absolute

Aires valuesinstead of
percentages, or
correct as appropriate.

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Cl | Response satisfies

19:23:58 (b) (4) osed query

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: An | Changed data per

19:16:44 swered query

(UTC-03:00)

City of Buenos
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aires |
Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: The normal
18:16:46 (b) (4) issued:Open | ranges and Unit
(UTC-03:00) ed should be entered as
City of Buenos follow "Low 2905
Aires High 4067 Unit /uL"
Nov-04-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error
14:36:07 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Transcription Error
14:36:07 N
(UTC-03:00) 3660.3
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please update as
14:07:47 (b) (4) issued:Open | follow, the
(UTC-03:00) ed Neutrophils value
City of Buenos should be entered as
Aires "3660.3" the normal
ranges and Unit
should be entered as
follow "Low 2905
High 4067 Unit /uL"
Nov-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: Cl | Auto closed by
11:38:11 (b) (4) osed Validation Check:
(UTC-03:00) VC_LB001_08
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 auto query Query 4: An | Transcription Error
08:58:55 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error
08:58:55 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 Maria Beretta Data Entry | Transcription Error
08:58:55 (b) (4) H
(UTC-03:00) 3660.3/uL
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Header Text: C4591001

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

Oct/06/2020 Audit Trail History

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

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

Argerich

Subject No: 12313674 Subject Initials: ---

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

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: Op | DMW5273800;Please

04:16:41 (b) (4) ened confirm that the WBC

(UTC-03:00) differentials are

City of Buenos entered as absolute

Aires valuesinstead of
percentages, or
correct as appropriate.

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please the

00:20:37 (b) (4) issued:Open | normal ranges and

(UTC-03:00) ed Unit should be

City of Buenos entered as follow

Aires "Low 2905 High 4067
Unit /uL"

Nov-03-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

17:28:18 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-03-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Transcription Error

17:28:18 N

(UTC-03:00) 3660.3

City of Buenos

Aires

Nov-03-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please update as

13:42:31 (b) (4) issued:Open | follow, the

(UTC-03:00) ed Neutrophils value

City of Buenos should be entered as

Aires "3660.3" the normal
ranges and Unit
should be entered as
follow "Low 2905
High 4067 Unit /uL"

Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Cl | Auto closed by

16:48:03 (b) (4) osed Validation Check:

(UTC-03:00) VC_LB001 08

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 auto query Query 3: An | Transcription Error

09:45:30 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Argerich

Subject Initials: ---

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

Nov-02-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

09:45:30 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | Transcription Error

09:45:30 (6) :

(UTC-03:00) 3660.3/uL

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Op | DMW5234206;Please

02:11:29 (b) (4) ened confirm that the WBC

(UTC-03:00) differentials are

City of Buenos entered as absolute

Aires values instead of
percentages, or
correct as appropriate.

Nov-01-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please the Unit

20:17:40 (b) (4) issued:Open | should be << /uL >>

(UTC-03:00) ed and update as

City of Buenos appropriate

Aires

Oct-31-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

12:41:08 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Oct-31-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Transcription Error

12:41:08 N

(UTC-03:00) 3660.3

City of Buenos

Aires

Oct-30-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Op | Clin: Please the Unit

14:13:12 (b) (4) ened should be << /uL >>

(UTC-03:00) and update as

City of Buenos appropriate

Aires

Oct-26-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Cl | Auto closed by

19:08:08 (b) (4) osed Validation Check:

(UTC-03:00) VC_LB001 08

City of Buenos
Aires

Page 306 of 432

*** Confidential***
FDA-CBER-2021-5683-0876721




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/06/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-26-2020 ACVOPFEINFP6000 auto query Query 1: An | New Information
11:27:51 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | New Information
11:27:51 (6) :
(UTC-03:00) 3660.3 10"9
City of Buenos /L
Aires
Oct-23-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Re | DM: As per CRF
05:50:50 issued:Open | Completion
(UTC-03:00) ed Requirements WBC
City of Buenos differentials should be
Aires entered as absolute
values using 10"9/L
as units. Please
confirm that absolute
values are not
provided on the lab
report, or update as
appropriate.
Oct-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Re | Reopening
23:58:33 (b) (4) issued:Cand | discrepancy dueto
(UTC-03:00) idate primary column value
City of Buenos change
Aires
Oct-21-2020 ACVOPFEINFP6000 auto query Query 1: An | New Information
15:33:33 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Oct-21-2020 ACVOPFEINFPE000 (b) (4), (b) (6) DataEntry |New Information
15:33:33 N
(UTC-03:00) 3660.3
City of Buenos
Aires
Oct-20-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW5073234;Please
02:58:48 (b) (4) ened confirm that the WBC
(UTC-03:00) differentials are
City of Buenos entered as absolute
Aires valuesinstead of
percentages, or
correct as appropriate.
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Header Text: C4591001

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

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

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-19-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Initial Entry
19:58:25 -
(UTC-03:00) 63
City of Buenos
Aires
’ 5fLNMT
| Date L ocation User Value Reason
Nov-04-2020 19:14:18 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 2905
High
4067
Unit
JuL
Oct-26-2020 11:28:09 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Low
Buenos Aires 2905
High
4067
Unit
10M9/L
Oct-21-2020 15:33:33 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Low
Buenos Aires 2905
High
4067
Unit
/uL
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 50
High
70
Unit
%
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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 20:20
| 5.9
’ Date L ocation User Value Reason
Nov-04-2020 19:15:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils P
X609
Result:: 2324
Not Done::
Lab Normal Range Low
: 58
High
174
Unit
/uL
Nov-04-2020 14:36:30 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Transcription Error
(UTC-03:00) City of () 6) Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils P
X609
Result:: 2324
Not Done::
Lab Normal Range Low
: 58
High
174
Unit
10M9/L
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Generated By: (b) (4

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

| 5.9
’ Date L ocation User Value Reason
Nov-04-2020 08:59:17 ACVOPFEINFP6000 | MariaBeretta Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils_
PX609
Result:: 232.4/uL
Not Done::
Lab Normal Rang Low
e 58
High
174
Unit
10M9/L
Nov-03-2020 17:28:51 ACVOPFEINFP6000 |[(b) (4). Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor -Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils_
PX609
Result:: 232.4
Not Done::
Lab Normal Rang Low
e 58
High
174
Unit
10M9/L
Nov-02-2020 09:45:42 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of ©®) Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils_
PX609
Result:: 232.4/uL
Not Done::
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674
Generated By:

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

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

Argerich

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

Lab Normal Rang Low

€ 58
High
174
Unit
10M9/L
Oct-31-2020 12:41:32 ACVOPFEINFP6000 || (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils_
PX609
Result:: 2324
Not Done::
Lab Normal Rang Low
e 58
High
174
Unit
10M9/L
Oct-26-2020 11:28:57 ACVOPFEINFP6000 |/(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of ©) Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils_
PX609
Result:: 232.410M9/L
Not Done::
Lab Normal Rang Low
e 58
High
174
Unit
10M9/L
Oct-26-2020 11:28:37 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of ®) Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils_
PX609
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Result:: 232.4
Not Done::
Lab Normal Rang Low
e 58
High
174
Unit
10M9/L
Oct-21-2020 15:33:03 ACVOPFEINFP6000 || (b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils_
PX609
Result:: 232.4
Not Done::
Lab Normal Rang Low
e 58
High
174
Unit
/uL
Oct-19-2020 19:58:25 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils_
PX609
Result:: 4
Not Done::
Lab Normal Rang Low
€ 1
High
3
Unit
%
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/06/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject No: 12313674 Subject Initials: ---

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

| 5.g Sponsor 1D:

’ Date L ocation ‘ User ’ Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 609
Aires

’ 5.9 Test:

| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Eosinophils_PX609
Buenos Aires

’ 5.9 Result:

| Date L ocation User Value Reason
Nov-06-2020 ACVOPFEINFP6000 (b) (4), Query 5: Cl | Response satisfies
13:32:46 (b) (6) osed query
(UTC-03:00)

City of Buenos

Aires

Nov-05-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 5: An | | confirm that the

08:57:07 swered WBC differentials are

(UTC-03:00) absolute values

City of Buenos

Aires

Nov-05-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 5: Op | DMW5284886;Please

04:03:49 (b) (@) ened confirm that the WBC

(UTC-03:00) differentials are

City of Buenos entered as absolute

Aires valuesinstead of
percentages, or
correct as appropriate.

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Cl | Response satisfies

19:24:12 (b) (@) osed query

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: An | Changed data per

19:17:01 swered query

(UTC-03:00)

City of Buenos
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Argerich

Subject Initials: ---

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

Aires |

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please the

18:17:10 (b) (4) issued:Open | normal ranges and

(UTC-03:00) ed Unit should be

City of Buenos entered as follow

Aires "Low 58 High 174
Unit /uL"

Nov-04-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

14:36:30 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Transcription Error

14:36:30 N

(UTC-03:00) 2324

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please update as

14:08:03 (b) (4) issued:Open | follow, the

(UTC-03:00) ed Eosinophils value

City of Buenos should be entered as

Aires "232.4" the normal
ranges and Unit
should be entered as
follow "Low 58 High
174 Unit /uL"

Nov-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: Cl | Auto closed by

11:38:11 (b) (@) osed Validation Check:

(UTC-03:00) VC_LB001 08

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 auto query Query 4: An | Transcription Error

08:59:17 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

08:59:17 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 Maria Beretta Data Entry | Transcription Error

08:59:17 () (4) :

Page 314 of 432

*** Confidential***
FDA-CBER-2021-5683-0876729




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

*** Confidential***

Header Text: C4591001

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

Oct/06/2020 Audit Trail History

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

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

Argerich

Subject No: 12313674 Subject Initials: ---

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

(UTC-03:00) 232.4/uL

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: Op | DMW5273799;Please

04:16:41 (b) (4) ened confirm that the WBC

(UTC-03:00) differentials are

City of Buenos entered as absolute

Aires values instead of
percentages, or
correct as appropriate.

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please the

00:21:03 (b) (4) issued:Open | normal ranges and

(UTC-03:00) ed Unit should be

City of Buenos entered as follow

Aires "Low 58 High 174
Unit /uL"

Nov-03-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

17:28:51 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-03-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Transcription Error

17:28:51 1

(UTC-03:00) 232.4

City of Buenos

Aires

Nov-03-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please update as

13:43:41 (b) (4) issued:Open | follow, the

(UTC-03:00) ed Eosinophils value

City of Buenos should be entered as

Aires "232.4" the normal
ranges and Unit
should be entered as
follow "Low 58 High
174 Unit /uL"

Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Cl | Auto closed by

16:48:03 (b) (4) osed Validation Check:

(UTC-03:00) VC_LB001_08

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 auto query Query 3: An | Transcription Error

09:45:42 (autoquery) swered

(UTC-03:00)

City of Buenos
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51
Site No: 1231
Argerich
Subject No: 12313674 Subject Initials: ---

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

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

Aires | ‘

Nov-02-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error
09:45:42 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | Transcription Error
09:45:42 (6) :

(UTC-03:00) 232.4/uL

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Op | DMW5234207;Please
02:11:29 (b) (4) ened confirm that the WBC
(UTC-03:00) differentials are
City of Buenos entered as absolute
Aires valuesinstead of

percentages, or
correct as appropriate.

Nov-01-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please the Unit
20:17:52 (b) (4) issued:Open | should be << /uL >>
(UTC-03:00) ed and update as

City of Buenos appropriate

Aires

Oct-31-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error
12:41:32 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Oct-31-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Transcription Error
12:41:32 N

(UTC-03:00) 2324

City of Buenos

Aires

Oct-30-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Op | Clin: Please the Unit
14:13:32 (b) (4) ened should be << /uL >>
(UTC-03:00) and update as

City of Buenos appropriate

Aires

Oct-26-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Cl | Auto closed by
19:08:08 (b) (4) osed Validation Check:
(UTC-03:00) VC_LB001_08

City of Buenos

Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/06/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-26-2020 ACVOPFEINFP6000 auto query Query 1: An | New Information
11:28:57 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | New Information
11:28:57 (6) :
(UTC-03:00) 232.4 109/
City of Buenos L
Aires
Oct-23-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Re | DM: As per CRF
05:50:50 issued:Open | Completion
(UTC-03:00) ed Requirements WBC
City of Buenos differentials should be
Aires entered as absolute
values using 10"9/L
as units. Please
confirm that absolute
values are not
provided on the lab
report, or update as
appropriate.
Oct-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Re | Reopening
23:58:33 (b) (4) issued:Cand | discrepancy dueto
(UTC-03:00) idate primary column value
City of Buenos change
Aires
Oct-21-2020 ACVOPFEINFP6000 auto query Query 1: An | New Information
15:33:03 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Oct-21-2020 ACVOPFEINFPE000 (b) (4), (b) (6) DataEntry |New Information
15:33.03 N
(UTC-03:00) 232.4
City of Buenos
Aires
Oct-20-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW5073235;Please
02:58:48 (b) (4) ened confirm that the WBC
(UTC-03:00) differentials are
City of Buenos entered as absolute
Aires valuesinstead of
percentages, or
correct as appropriate.
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Header Text: C4591001

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

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

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-19-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Initial Entry
19:58:25 M
(UTC-03:00) 4
City of Buenos
Aires
’ 5.gLNMT
| Date L ocation User Value Reason
Nov-04-2020 19:15:13 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 58
High
174
Unit
JuL
Oct-26-2020 11:28:37 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Low
Buenos Aires 58
High
174
Unit
10M9/L
Oct-21-2020 15:33:03 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Low
Buenos Aires 58
High
174
Unit
/uL
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 1
High
3
Unit
%
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674
Generated By:

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

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

Argerich

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

Back to Form

*** Confidential***

|5h
’ Date L ocation User Value Reason
Nov-04-2020 19:15:48 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 406.7
Not Done::
Lab Normal Rang Low
e 116
High
639
Unit
/uL
Nov-04-2020 14:36:46 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 406.7
Not Done::
Lab Normal Rang Low
e 116
High
639
Unit
10M9/L
Nov-04-2020 08:59:36 ACVOPFEINFP6000 |MariaBeretta Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 406.7/uL
Not Done::
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Generated By: (b) (4

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

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

Argerich

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

Lab Normal Rang Low

€ 116
High
639
Unit
10M9/L
Nov-03-2020 17:29:18 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 406.7
Not Done::
Lab Normal Rang Low
e 116
High
639
Unit
10M9/L
Nov-02-2020 09:45:58 ACVOPFEINFP6000 |/(b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of ©) Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 406.7/uL
Not Done::
Lab Normal Rang Low
e 116
High
639
Unit
10M9/L
Oct-31-2020 12:41:49 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Result:: 406.7
Not Done::
Lab Normal Rang Low
e 116
High
639
Unit
10M9/L
Oct-26-2020 11:29:28 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of ) Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 406.7 10M9/L
Not Done::
Lab Normal Rang Low
e 116
High
639
Unit
10M9/L
Oct-26-2020 11:29:12 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of ®) Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 406.7
Not Done::
Lab Normal Rang Low
e 116
High
639
Unit
10M9/L
Oct-21-2020 15:32:33 ACVOPFEINFP6000 || (b) (4), (b) (6) Data Entry: New Information

(UTC-03:00) City of
Buenos Aires

Sponsor-Defined | 612

dentifier:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Test:: Monocytes P
X612
Result:: 406.7
Not Done::
Lab Normal Rang Low
€ 116
High
639
Unit
JuL
Oct-19-2020 19:58:25 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 7
Not Done::
Lab Normal Rang Low
e 2
High
11
Unit
%
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/06/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject No: 12313674 Subject Initials: ---

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

| 5.h Sponsor |D:

’ Date L ocation ‘ User ’ Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 612
Aires

’ 5.h Test:

| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Monocytes PX612
Buenos Aires

|5h Result

| Date L ocation User Value Reason
Nov-06-2020 ACVOPFEINFP6000 (b) (4), Query 5: Cl | Response satisfies
13:32:57 (b) (6) osed query
(UTC-03:00)

City of Buenos

Aires

Nov-05-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 5: An | | confirm that the

08:57:27 swered WBC differentials are

(UTC-03:00) absolute values

City of Buenos

Aires

Nov-05-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 5: Op | DMW5284887;Please

04:03:49 (b) (@) ened confirm that the WBC

(UTC-03:00) differentials are

City of Buenos entered as absolute

Aires valuesinstead of
percentages, or
correct as appropriate.

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Cl | Response satisfies

19:24:25 (b) (4) osed query

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: An | Changed data per

19:17:16 swered query

(UTC-03:00)

City of Buenos
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aires |
Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please the
18:17:33 (b) (4) issued:Open | normal ranges and
(UTC-03:00) ed Unit should be
City of Buenos entered as follow
Aires "Low 116 High 639
Unit /uL"
Nov-04-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error
14:36:46 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Transcription Error
14:36:46 N
(UTC-03:00) 406.7
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please update as
14:08:31 (b) (4) issued:Open | follow, the Monocytes
(UTC-03:00) ed value should be
City of Buenos entered as "406.7" the
Aires normal ranges and
Unit should be
entered as follow
"Low 116 High 639
Unit /uL"
Nov-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: Cl | Auto closed by
11:38:11 (b) (@) osed Validation Check:
(UTC-03:00) VC_LB001 08
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 auto query Query 4: An | Transcription Error
08:59:36 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error
08:59:36 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 Maria Beretta Data Entry | Transcription Error
08:59:36 () (4) :
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Header Text: C4591001

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

Oct/06/2020 Audit Trail History

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

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

Argerich

Subject No: 12313674 Subject Initials: ---

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

(UTC-03:00) 406.7/uL

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: Op | DMW5273797;Please

04:16:41 (b) (4) ened confirm that the WBC

(UTC-03:00) differentials are

City of Buenos entered as absolute

Aires values instead of
percentages, or
correct as appropriate.

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please the

00:21:28 (b) (4) issued:Open | normal ranges and

(UTC-03:00) ed Unit should be

City of Buenos entered as follow

Aires "Low 116 High 639
Unit /uL"

Nov-03-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

17:29:18 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-03-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Transcription Error

17:29:18 H

(UTC-03:00) 406.7

City of Buenos

Aires

Nov-03-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please update as

13:46:00 (b) (4) issued:Open | follow, the Monocytes

(UTC-03:00) ed value should be

City of Buenos entered as "406.7" the

Aires normal ranges and
Unit should be
entered as follow
"Low 116 High 639
Unit /uL"

Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Cl | Auto closed by

16:48:03 (b) (4) osed Validation Check:

(UTC-03:00) VC_LB001_08

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 auto query Query 3: An | Transcription Error

09:45:58 (autoquery) swered

(UTC-03:00)

City of Buenos
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

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

Argerich

Subject Initials: ---

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Aires | ‘

Nov-02-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

09:45:58 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | Transcription Error

09:45:58 (6) :

(UTC-03:00) 406.7/uL

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Op | DMW5234205;Please

02:11:29 (b) (4) ened confirm that the WBC

(UTC-03:00) differentials are

City of Buenos entered as absolute

Aires valuesinstead of
percentages, or
correct as appropriate.

Nov-01-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Re | Clin: Please the Unit

20:18:04 (b) (4) issued:Open | should be << /uL >>

(UTC-03:00) ed and update as

City of Buenos appropriate

Aires

Oct-31-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

12:41:49 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Oct-31-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Transcription Error

12:41:49 N

(UTC-03:00) 406.7

City of Buenos

Aires

Oct-30-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Op | Clin: Please the Unit

14:13:50 (b) (4) ened should be << /uL >>

(UTC-03:00) and update as

City of Buenos appropriate

Aires

Oct-26-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Cl | Auto closed by

19:08:08 (b) (4) osed Validation Check:

(UTC-03:00) VC_LB001_08

City of Buenos

Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/06/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-26-2020 ACVOPFEINFP6000 auto query Query 1: An | New Information
11:29:28 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | New Information
11:29:28 (6) :
(UTC-03:00) 406.7 10"/
City of Buenos L
Aires
Oct-23-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Re | DM: As per CRF
05:50:50 issued:Open | Completion
(UTC-03:00) ed Requirements WBC
City of Buenos differentials should be
Aires entered as absolute
values using 10"9/L
as units. Please
confirm that absolute
values are not
provided on the lab
report, or update as
appropriate.
Oct-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Re | Reopening
23:58:33 (b) (4) issued:Cand | discrepancy dueto
(UTC-03:00) idate primary column value
City of Buenos change
Aires
Oct-21-2020 ACVOPFEINFP6000 auto query Query 1: An | New Information
15:32:33 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Oct-21-2020 ACVOPFEINFPE000 (b) (4), (b) (6) DataEntry |New Information
15:32:33 N
(UTC-03:00) 406.7
City of Buenos
Aires
Oct-20-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW5073231;Please
02:58:48 (b) (4) ened confirm that the WBC
(UTC-03:00) differentials are
City of Buenos entered as absolute
Aires valuesinstead of
percentages, or
correct as appropriate.
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Header Text: C4591001

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

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

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-19-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry |Initia Entry
19:58:25 N
(UTC-03:00) 7
City of Buenos
Aires
’ 5.h LNMT
| Date L ocation User Value Reason
Nov-04-2020 19:15:48 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 116
High
639
Unit
/uL
Oct-26-2020 11:29:12 ACVOPFEINFPE000 |/ (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Low
Buenos Aires 116
High
639
Unit
10M9/L
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Oct/06/2020

SiteNo: 1231

Subject No: 12313674
Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Argerich

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

Back to Form

| 5.h LNMT
’ Date L ocation User Value Reason
Oct-21-2020 15:32:33 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Low
Buenos Aires 116
High
639
Unit
/uL
Oct-19-2020 19:58:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 2
High
11
Unit
%
| 5.
| Date L ocation User Value Reason
Nov-05-2020 08:57:55 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Sponsor-Defined 1d 610
Buenos Aires entifier:
Test:: Basophils P
X610
Result:: 58.1
Not Done::
Lab Normal Range Low
: 0
High
116
Unit
/uL
Nov-04-2020 19:16:08 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined Id 610
Buenos Aires entifier:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Test:: Basophils_P
X610
Result:: 158.1
Not Done::
Lab Normal Range Low
: 0
High
116
Unit
/uL
Nov-04-2020 14:37:13 ACVOPFEINFP6000 |/ (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Sponsor-Defined Id 610
Buenos Aires entifier:
Test:: Basophils_P
X610
Result:: 158.1
Not Done::
Lab Normal Range Low
: 0
High
116
Unit
10M9/L
Nov-04-2020 09:02:40 ACVOPFEINFP6000 | MariaBeretta Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor -Defined 1d 610
Buenos Aires entifier:
Test:: Basophils P
X610
Result:: 158.1/uL
Not Done::
Lab Normal Range Low
: 0
High
116
Unit
10M9/L
Nov-03-2020 17:29:47 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
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Header Text: C4591001

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

Oct/06/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313674

Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Buenos Aires (b) (4), () 6) | | sponsor-Defined Id 610
entifier:
Test:: Basophils_P
X610
Result:: 158.1
Not Done::
Lab Normal Range Low
: 0
High
116
Unit
10M9/L
Nov-02-2020 09:46:10 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of ®) Sponsor-Defined Id 610
Buenos Aires entifier:
Test:: Basophils P
X610
Result:: 158.1/uL
Not Done::
Lab Normal Range Low
: 0
High
116
Unit
10M9/L
Oct-31-2020 12:42:23 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Sponsor-Defined Id 610
Buenos Aires entifier:
Test:: Basophils P
X610
Result:: 158.1
Not Done::
Lab Normal Range Low
: 0
High
116
Unit
10M9/L
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Argerich

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

Oct-26-2020 11:29:56
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4), (b)

(6)

Data Entry:
Sponsor-Defined Id 610

entifier:
Test::

Result::
Not Done::

Lab Normal Range Low

New Information

Basophils P
X610
158.1 10M9/L

0

High
116

Unit
10M9/L

Oct-26-2020 11:29:43
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4), (b)

(6)

Data Entry:
Sponsor-Defined Id 610

entifier:
Test::

Result::
Not Done::

Lab Normal Range Low

New Information

Basophils P
X610
158.1 10M9/L

0

High
116

Unit
/uL

Oct-21-2020 15:31:53
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000 | (b) (4), (b) (6)

DataEntry:
Sponsor-Defined Id 610

entifier:
Test::

Result::
Not Done::

New Information

Basophils P
X610
158.1
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Header Text: C4591001

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

Oct/06/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313674

Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Lab Normal Range Low
: 0
High
116
Unit
/uL
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defined Id 610
Buenos Aires entifier:
Test:: Basophils P
X610
Result:: 1
Not Done::
Lab Normal Range Low
: 0
High
2
Unit
%
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Header Text: C4591001

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

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

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

| 5.i Sponsor ID:

| Date L ocation | User | Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | 610
Aires

‘ 5. Test:

| Date L ocation User Value Reason
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Basophils PX610
Buenos Aires

‘ 5.i Result:

| Date L ocation User Value Reason
Nov-06-2020 ACVOPFEINFP6000 (b) (4), Query 5: Clo | Response satisfies
13:33:12 (b) (6) sed query
(UTC-03:00)
City of Buenos
Aires
Nov-06-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 5: An | The WBC
08:49:52 swered differentialsare
(UTC-03:00) entered as an absolute
City of Buenos number. Thank you
Aires
Nov-06-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 5: Op | DMW5291757;Please
04:26:57 (X ened confirm that the WBC
(UTC-03:00) differentials are
City of Buenos entered as absolute
Aires values instead of

percentages, or correct
as appropriate.

Nov-05-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Transcription Error
08:57:55 58.1
(UTC-03:00)
City of Buenos
Aires
Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 4: Clo | Response satisfies
19:24:50 (b) (4) sed query
(UTC-03:00)
City of Buenos
Aires
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Oct/06/2020

SiteNo: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Subject No: 12313674

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

Argerich

Subject Initials: ---

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Clo | Response satisfies

19:24:38 (b) (4) sed query

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: An | Changed data per

19:17:55 swered query

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Rei | Clin: Please the

18:17:59 (b) (4) ssued:Opene | normal ranges and

(UTC-03:00) d Unit should be entered

City of Buenos asfollow "Low O

Aires High 116 Unit /uL"

Nov-04-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

14:37:13 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Transcription Error

14:37:13 158.1

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Rei | Clin: Please update as

14:09:14 (b) (4) ssued:Opene | follow, the Basophils

(UTC-03:00) d value should be

City of Buenos entered as"158.1" the

Aires normal ranges and
Unit should be entered
asfollow "Low O
High 116 Unit /uL"

Nov-04-2020 ACVOPFEINFP6000 auto query Query 4: An | Transcription Error

09:02:40 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

09:02:40 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

FDA-CBER-2021-5683-0876750
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Header Text: C4591001

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

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

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Nov-04-2020 ACVOPFEINFP6000 Maria Beretta Data Entry: | Transcription Error

09:02:40 (b) (4) 158.1/uL

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: Op | DMW5273801;Please

04:16:41 (b) (4) ened confirm that the WBC

(UTC-03:00) differentias are

City of Buenos entered as absolute

Aires valuesinstead of
percentages, or correct
as appropriate.

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Rei | Clin: Please the

00:21:51 (b) (4) ssued:Opene | normal ranges and

(UTC-03:00) d Unit should be entered

City of Buenos asfollow "Low O

Aires High 116 Unit /uL"

Nov-03-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

17:29:47 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-03-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Transcription Error

17:29:47 158.1

(UTC-03:00)
City of Buenos
Aires

Nov-03-2020 ACVOPFEINFPG000

Salim Bouguermouh | Query 2: Rei | Clin: Please update as

13:46:47 (b) (4) ssued:Opene | follow, the Basophils

(UTC-03:00) d value should be

City of Buenos entered as"158.1" the

Aires normal ranges and
Unit should be entered
asfollow "Low 0
High 116 Unit /uL"

Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Clo | Auto closed by

16:48:03 (b) (4) sed Validation Check:

(UTC-03:00) VC_LB001_08

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 auto query Query 3: An | Transcription Error

09:46:10 (autoquery) swered

(UTC-03:00)
City of Buenos
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Oct/06/2020

SiteNo: 1231

Form Version: 21-Aug-2020 02:51

Subject No: 12313674

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Argerich

Subject Initials: ---

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

Aires

Nov-02-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

09:46:10 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription Error

09:46:10 (6) 158.1/uL

(UTC-03:00)

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Op | DMW5234208;Please

02:11:29 (X ened confirm that the WBC

(UTC-03:00) differentials are

City of Buenos entered as absolute

Aires values instead of
percentages, or correct
as appropriate.

Nov-01-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Rei | Clin: Please the Unit

20:18:17 (b) (4) ssued:Opene | should be << /uL >>

(UTC-03:00) d and update as

City of Buenos appropriate

Aires

Oct-31-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

12:42:23 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Oct-31-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Transcription Error

12:42:23 158.1

(UTC-03:00)

City of Buenos

Aires

Oct-30-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Op | Clin: Please the Unit

14:14:07 (b) (4) ened should be << /uL >>

(UTC-03:00) and update as

City of Buenos appropriate

Aires

Oct-26-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Clo | Auto closed by

19:08:08 (b) (4) sed Validation Check:

(UTC-03:00) VC_LB001_08

City of Buenos

Aires

*** Confidential***
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Header Text: C4591001

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

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

Subject No: 12313674

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Oct-26-2020 ACVOPFEINFP6000 auto query Query 1. An | New Information

11:29:43 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | New Information

11:29:43 (6) 158.1 10n9/

(UTC-03:00) L

City of Buenos

Aires

Oct-23-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Rei | DM: Asper CRF

05:50:50 ssued:Opene | Completion

(UTC-03:00) d Requirements WBC

City of Buenos differentials should be

Aires entered as absolute
values using 10M9/L
as units. Please
confirm that absolute
values are not
provided on the lab
report, or update as
appropriate.

Oct-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Rei | Reopening

23:58:33 (b) (4) ssued:Candi | discrepancy dueto

(UTC-03:00) date primary column value

City of Buenos change

Aires

Oct-21-2020 ACVOPFEINFP6000 auto query Query 1: An | New Information

15:31:53 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Oct-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | New Information

15:31:53 158.1

(UTC-03:00)

City of Buenos

Aires
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Oct/06/2020

SiteNo: 1231

Subject No: 12313674
Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Argerich

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

Back to Form

*** Confidential***

| 5. Result:

’ Date L ocation User Value Reason
Oct-20-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. Op | DMW5073232;Please
02:58:48 (b) (4) ened confirm that the WBC
(UTC-03:00) differentials are
City of Buenos entered as absolute
Aires values instead of

percentages, or
correct as appropriate.
Oct-19-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Initia Entry
19:58:25 N
(UTC-03:00) 1
City of Buenos
Aires

’ 5.i LNMT

| Date L ocation User Value Reason
Nov-04-2020 19:16:08 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 0

High
116
Unit
/uL
Oct-26-2020 11:29:56 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Low
Buenos Aires 0
High
116
Unit
10M9/L
Oct-21-2020 15:31:53 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Low
Buenos Aires 0
High
116
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Unit
JuL
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 0
High
2
Unit
%
| 5
‘ Date L ocation User Value Reason
Nov-04-2020 19:16:23 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 14525
Not Done::
Lab Normal Rang Low
e 1045
High
2440
Unit
JuL
Nov-04-2020 14:37:52 ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 14525
Not Done::
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Lab Normal Rang Low
e 1045
High
2440
Unit
10M9/L
Nov-04-2020 09:02:58 ACVOPFEINFP6000 | MariaBeretta Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor -Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 1452.5/uL
Not Done::
Lab Normal Rang Low
e 1045
High
2440
Unit
10M9/L
Nov-03-2020 17:30:32 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription Error
(UTC-03:00) City of () (6) Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 14525
Not Done::
Lab Normal Rang Low
e 1045
High
2440
Unit
10M9/L
Nov-02-2020 09:46:23 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of ®) Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 1452.5/uL
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Header Text: C4591001

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

Oct/06/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313674

Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Not Done::
Lab Normal Rang Low
€ 1045
High
2440
Unit
10M9/L
Oct-31-2020 12:42:56 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 1452.5
Not Done::
Lab Normal Rang Low
e 1045
High
2440
Unit
10M9/L
Oct-26-2020 11:30:24 ACVOPFEINFPG000 |/(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of ® Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 1452.5 10M9/L
Not Done::
Lab Normal Rang Low
e 1045
High
2440
Unit
10M9/L
Oct-26-2020 11:30:12 ACVOPFEINFP6000 |/(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of ®) Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Result:: 1452.5 10M9/L
Not Done::
Lab Normal Rang Low
e 1045
High
2440
Unit
/uL
Oct-21-2020 15:30:56 ACVOPFEINFPG000 | (b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 1452.5
Not Done::
Lab Normal Rang Low
e 1045
High
2440
Unit
JuL
Oct-21-2020 15:28:07 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 1452.5
Not Done::
Lab Normal Rang Low
e 18
High
42
Unit
%
Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defined | 611
Buenos Aires dentifier:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4

Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Argerich
Subject Initials: ---

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

Test::

Result::
Not Done::

Lab Normal Rang Low
e

Lymphocytes
PX611
25

18

High
42

Unit
%
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/06/2020 Audit Trail History

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

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

Subject No: 12313674 Subject Initials: ---

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

| 5.j Sponsor ID:

| Date L ocation |User |VaJue Reason

Oct-19-2020 19:58:25 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) |611
Aires

‘ 5.j Test:

| Date L ocation User Value Reason

Oct-19-2020 19:58:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Lymphocytes PX611
Buenos Aires

‘ 5.j Result:

| Date Location User Value Reason

Nov-05-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 4: Clo | Response satisfies
07:14:43 sed query
(UTC-03:00)
City of Buenos
Aires

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Clo | Response satisfies
19:25:06 (b) (4) sed query
(UTC-03:00)
City of Buenos
Aires

Nov-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: An | Changed data per
19:18:09 swered query
(UTC-03:00)
City of Buenos
Aires

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Rei | Clin: Please the
18:18:23 (b) (4) ssued:Opene | normal ranges and
(UTC-03:00) d Unit should be entered
City of Buenos asfollow "Low 1045
Aires High 2440 Unit /uL"

Nov-04-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error
14:37:52 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

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

Argerich

Subject Initials: ---

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Nov-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Transcription Error

14:37:52 14525

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Rei | Clin: Please update as

14:09:38 (b) (4) ssued:Opene | follow, the

(UTC-03:00) d Lymphocytes value

City of Buenos should be entered as

Aires "1452.5" the normal
ranges and Unit
should be entered as
follow "Low 1045
High 2440 Unit /uL"

Nov-04-2020 ACVOPFEINFP6000 auto query Query 4: An | Transcription Error

09:02:58 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

09:02:58 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000 Maria Beretta Data Entry: | Transcription Error

09:02:58 (b) (@) 1452.5/uL

(UTC-03:00)

City of Buenos

Aires

Nov-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: Op | DMW5273798;Please

04:16:41 (b) (4) ened confirm that the WBC

(UTC-03:00) differentials are

City of Buenos entered as absolute

Aires values instead of
percentages, or correct
as appropriate.

Nov-04-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Rei | Clin: Please the

00:22:14 (b) (4) ssued:Opene | normal ranges and

(UTC-03:00) d Unit should be entered

City of Buenos asfollow "Low 1045

Aires High 2440 Unit /uL"

Nov-03-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

17:30:32 (autoquery) swered

(UTC-03:00)
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Oct/06/2020

SiteNo: 1231

Form Version: 21-Aug-2020 02:51

Subject No: 12313674

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Argerich

Subject Initials: ---

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

City of Buenos

Aires

Nov-03-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Transcription Error

17:30:32 1452.5

(UTC-03:00)

City of Buenos

Aires

Nov-03-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Rei | Clin: Please update as

13:47.47 (b) (4) ssued:Opene | follow, the

(UTC-03:00) d Lymphocytes value

City of Buenos should be entered as

Aires "1452.5" the normal
ranges and Unit
should be entered as
follow "Low 1045
High 2440 Unit /uL"

Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Clo | Auto closed by

16:48:03 (b) (4) sed Validation Check:

(UTC-03:00) VC_LB001_08

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 auto query Query 3: An | Transcription Error

09:46:23 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

09:46:23 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Transcription Error

09:46:23 (6) 1452.5/uL

(UTC-03:00)

City of Buenos

Aires

Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Op | DMW5234209;Please

02:11:29 (b) (4) ened confirm that the WBC

(UTC-03:00) differentias are

City of Buenos entered as absolute

Aires valuesinstead of
percentages, or correct
as appropriate.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

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

Argerich

Subject Initials: ---

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

Nov-01-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Rei | Clin: Please the Unit

20:18:31 (b) (4) ssued:Opene | should be << /uL >>

(UTC-03:00) d and update as

City of Buenos appropriate

Aires

Oct-31-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription Error

12:42:56 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Oct-31-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Transcription Error

12:42:56 1452.5

(UTC-03:00)

City of Buenos

Aires

Oct-30-2020 ACVOPFEINFP6000 Salim Bouguermouh | Query 2: Op | Clin: Please the Unit

14:14:24 (b) (4) ened should be << /uL >>

(UTC-03:00) and update as

City of Buenos appropriate

Aires

Oct-26-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Clo | Auto closed by

19:08:08 (b) (4) sed Validation Check:

(UTC-03:00) VC_LB001_08

City of Buenos

Aires

Oct-26-2020 ACVOPFEINFP6000 auto query Query 1: An | New Information

11:30:12 (autoquery) swered

(UTC-03:00)

City of Buenos

Aires

Oct-26-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | New Information

11:30:12 (6) 1452.5 109/

(UTC-03:00) L

City of Buenos

Aires

Oct-23-2020 ACVOPFEINFP6000 () (4), (b) (6) Query 1: Rei | DM: As per CRF

05:50:50 ssued:Opene | Completion

(UTC-03:00) d Requirements WBC

City of Buenos differentials should be

Aires entered as absolute
values using 10M9/L
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Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

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

Argerich

Subject Initials: ---

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
provided on the lab
report, or update as
appropriate.
Oct-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Rei | Reopening
23:58:33 (b) (4) ssued:Candi | discrepancy dueto
(UTC-03:00) date primary column value
City of Buenos change
Aires
Oct-21-2020 ACVOPFEINFP6000 auto query Query 1: An | New Information
15:28:07 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Oct-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | New Information
15:28:07 1452.5
(UTC-03:00)
City of Buenos
Aires

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Argerich

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

Back to Form

| 5.j Result:

’ Date L ocation User Value Reason
Oct-20-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. Op | DMW5073233;Please
02:58:48 (b) (4) ened confirm that the WBC
(UTC-03:00) differentials are
City of Buenos entered as absolute
Aires valuesinstead of

percentages, or
correct as appropriate.
Oct-19-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Initia Entry
19:58:25 N
(UTC-03:00) 25
City of Buenos
Aires

’ 5j LNMT

| Date L ocation User Value Reason
Nov-04-2020 19:16:23 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 1045

High
2440
Unit
JuL
Oct-26-2020 11:30:24 ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Low
Buenos Aires 1045
High
2440
Unit
10M9/L
Oct-21-2020 15:30:56 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Low
Buenos Aires 1045
High
2440
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Generated By: (b) (4

Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

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

Unit
/uL

Oct-19-2020 19:58:25
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4),
(b) (6)

Data Entry:
Low

18

High
42

Unit
%

Initial Entry

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS- COVID - Audit Trail
QOct/06/2020

090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Form Version: 21-Aug-2020 02:50 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: () @ Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Oct-19-2020 19:59:22 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Oct/06/2020

SiteNo: 1231

Generated By:

Subject No: 12313674

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:50

(b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

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

Argerich

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

Back to Form

| 1. Date:

‘ Date L ocation User Value Reason
Oct-19-2020 19:59:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) Oct/9/2020
Buenos Aires

| 2.a

‘ Date L ocation User Value Reason
Oct-19-2020 19:59:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (0) (6) Record | dentifier:: 1
Buenos Aires Systalic:: 12

0
Diastolic:: 70
Respiratory Ratein respiration 18
s/minute:
Heart Ratein beatsminute: 98

‘ 2.a Record | dentifier:

| Date L ocation User Value Reason
Oct-19-2020 19:59:22 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires

‘ 2.a Systolic:

| Date L ocation User Value Reason
Oct-19-2020 19:59:22 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 120
Buenos Aires

‘ 2.aDiastolic:

| Date L ocation User Value Reason
Oct-19-2020 19:59:22 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 70
Buenos Aires
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Header Text: C4591001

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

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

Subject No: 12313674
Generated By: (b) (4

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

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

Argerich

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

| 2.a Respiratory Rate in respirations/minute;

| Date L ocation User Value Reason
Oct-19-2020 19:59:22 ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-03:00) City of () (6) 18
Buenos Aires
| 2.a Heart Rate in beatyminute:
| Date L ocation User Value Reason
Oct-19-2020 19:59:22 ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-03:00) City of () (6) 98
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail
Oct/06/2020
Form Version: 21-Aug-2020 02:51 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: () @ Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Oct-19-2020 19:59:44 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form: VITAL SIGNS- PULSE OX ROOM AIR - eCRF Audit Trail History

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

Argerich

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

Back to Form

| 1. Date:

‘ Date L ocation User Value Reason
Oct-19-2020 19:59:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/9/2020
Buenos Aires

| 2.a

‘ Date L ocation User Value Reason
Oct-19-2020 20:00:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of () (6) Record Identifier:: 1
Buenos Aires Oxygen Saturation: 98.0
Oct-19-2020 19:59:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record Identifier:: 1
Buenos Aires Oxygen Saturation: 93.0

‘ 2.a Record I dentifier:

| Date L ocation User Value Reason
Oct-19-2020 19:59:44 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires

‘ 2.a SPO2 Pulse Oximetry %

| Date L ocation User Value Reason
Oct-19-2020 20:00:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) 98.0
Buenos Aires
Oct-19-2020 19:59:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 93.0
Buenos Aires
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Header Text: C4591001

Oct/06/2020

SiteNo: 1231

Subject No: 12313674

Generated By: (b) (4

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 06-Jul-2020 21:53

Form: IMAGING - Audit Trail

Form Status:

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

Argerich

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

Back to Form

Date

L ocation

User

Value

Reason

Oct-19-2020 19:31:29
(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 1 - Unscheduled Visiton  Form: IMAGING - eCRF Audit Trail History
Oct/06/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

| 1. Date of Assessment:

‘ Date L ocation User Value Reason
Oct-19-2020 19:31:29 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) Oct/9/2020
Buenos Aires

| 2. Location of Assessment:

‘ Date L ocation User Value Reason
Oct-19-2020 19:31:29 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) CHEST
Buenos Aires

| 3. Type of Imaging Exam:

‘ Date L ocation User Value Reason
Oct-19-2020 19:31:29 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) CT SCAN
Buenos Aires

| 4. Assessment:

‘ Date L ocation User Value Reason
Oct-19-2020 19:31:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ABNORMAL
Buenos Aires If abnormal, specify findings:

Ground glass opacities in both cent
rally distributed lung fields. Multip
le adenopathies in the adenomegali

¢ range at the precarial and prevasc
ular level and in both axillary holes
.Panlobular emphysema
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Jan/19/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

Generated By:

(b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

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

Back to Form

‘ 1. Date of Visit

| Date L ocation User Value Reason
Feb-25-2021 02:12:27 ACVOPFEINFPG000 |/ (b) (4), (b) (6) Query 4: Closed Closed, convalescent
(UTC-03:00) City of visit updated
Buenos Aires
Feb-24-2021 14:00:39 ACVOPFEINFP6000 |/(b) (4), Query 4: Answered convalescent visit
(UTC-03:00) City of (b) (6) updated
Buenos Aires
Feb-24-2021 08:23:57 ACVOPFEINFP6000 || (b) (4), (b) (6) Query 4: Opened PDQ: Convalescent
(UTC-03:00) City of visit ismissing and 35
Buenos Aires days (36) have passed
since COVID llIness
Visit. If visit occurred
record dataas a
matching CONVA
visit; if visit did not
occur attempt to
schedule visit even if
OOW and obtain the
CONVA sample else
clarify.
Jan-22-2021 11:45:30 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Closed Close per site
(UTC-03:00) City of (6) response
Buenos Aires
Jan-21-2021 15:17:53 ACVOPFEINFP6000 | Santiago Query 3: Answered Subject was not
(UTC-03:00) City of Corradetti hospitalized, therefore
Buenos Aires (b) (4) 'hospitalization details
form should not be
completed. Please
clarify.
Jan-21-2021 10:06:20 ACVOPFEINFP6000 | (b) (4), (b) Query 3: Opened DM: Kindly review
(UTC-03:00) City of (6) and complete
Buenos Aires ‘Hospitalization
Detailsform' at this
visit. Thank you.
Jan-20-2021 13:10:29 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Jan-20-2021 13:09:12 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 2 - Unscheduled Visit on

Jan/19/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

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

Buenos Aires

Jan-20-2021 13:08:26 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visit is

(UTC-03:00) City of (autoquery) completed but Date of

Buenos Aires Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as appropriate.

Jan-20-2021 13:08:26 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date of

Buenos Aires Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Jan-20-2021 13:08:26 ACVOPFEINFP6000 |/ (b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of Jan/19/2021

Buenos Aires

|3.COVID-19 IlIness Visit:
| Date L ocation ‘ User | Value Reason

Jan-20-2021 13:08:26 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry

(UTC-03:00) City of Buenos (autocalc) | COVID_B

Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Jan/19/2021 Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Frozen

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

Subject No: 12313674 Subject Initials: ---

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

Back to Form

‘ 1. Date of Assessment:

| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Jan/19/2021

Aires (b)

(6)

‘ 2. Date of First Symptom Started:

| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Jan/13/2021

Aires (b)

(6)

‘ 3. Symptoms Ongoing?

| Date L ocation | User ’ Value Reason
Feb-15-2021 18:19:15 ACVOPFEINFPE000 |/ (b) Data Entry: New Information
(UTC-03:00) City of Buenos (@) NO

Aires Eg; Date of Last Symptom Resolved:

Feb/10/2021

Jan-20-2021 13:09:23 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), YES

Aires (b)

(6)

[4a

| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘é)) Symptoms: FEVER

Aires ) Symptom Present: NO

‘ 4.a Symptoms:

| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) FEVER
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

Form Version: 14-Jan-2021 02:23

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data Complete, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
. (b) (4), (b)
Aires

| 4.a Was symptom present?

‘ Date | L ocation ’ User | Value ’ Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NO
Aires (0)

(6)

|4b

‘ Date L ocation ’ User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ), Symptoms.  NEW OR INCREASE
Aires Egg D COUGH

Symptom Pr NO
esent:

| 4.b Symptoms:

| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:)))- NEW OR INCREASED COUGH
Aires

(6)

| 4.b Was symptom present?

| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((éé)) NO
Aires

(6)

| 4.c

| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos (‘t‘))' Symptom NEW OR INCREASED S
Aires ge; s HORTNESS OF BREATH

Symptom NO
Present:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Jan/19/2021 Trail History
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 4.c Symptoms:
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos @, NEW OR INCREASED SHORTNESS
Aires ggg OF BREATH
| 4.c Was symptom present?
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos ((4[1))) NO
Aires
(6)
|ad
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos ((4[1))) Symptoms: CHILLS
Alres ©) Symptom Present: NO
| 4.d Symptoms:
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos @, CHILLS
Aires (b)
(6)
| 4.d Was symptom present?
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((éé)) NO
Aires
(6)
| 4e
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 AcvoPFEINFPe000 |(0) (4), | DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms. NEW OR INCREASED
Page 363 of 432

*** Confidential***
FDA-CBER-2021-5683-0876778




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

Form Version: 14-Jan-2021 02:23

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History
Form Status: Data Complete, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
. b) (4), (b
Aires ES;( ). (b) MUSCLE PAIN
Symptom P NO
resent:
| 4.e Symptoms:
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NEW OR INCREASED MUSCLE PAI
Aires (b) N
(6)
| 4.e Was symptom present?
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((éé)) NO
Aires
(6)
|af
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (‘t‘))' Symptoms:  NEW LOSS OF TASTE
Aires geg OR SMELL
Symptom P YES
resent:
‘ 4.f Symptoms:
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NEW LOSS OF TASTE OR SMELL
Aires (b)
(6)
‘ 4.f Was symptom present?
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, YES
Aires (b)
(6)
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Header Text: C4591001

Jan/19/2021
Form Version: 14-Jan-2021 02:23
SiteNo: 1231

Subject No: 12313674

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Trail History
Form Status: Data Complete, Frozen

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 49
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos (‘[‘))' Symptoms: NEW OR INCREASED
Aires gsg SORE THROAT
Symptom P YES
resent:
‘ 4.9 Symptoms:
| Date L ocation ’ User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NEW OR INCREASED SORE THRO
Aires () AT
(6)
‘ 4.9 Was symptom present?
| Date L ocation ’ User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, YES
Aires (b)
(6)
|ah
| Date L ocation ’ User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘B)’ Symptoms: DIARRHEA
Aires ©) Symptom Present: NO
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| 4.h Symptoms:
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos @, DIARRHEA
Aires (b)
(6)
| 4.h Was symptom present?
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos ((4[1))) NO
Aires
(6)
|ai
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos ((‘[‘)))' Symptoms: VOMITING
Alres ©) Symptom Present: NO
| 4.i Symptoms:
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos @, VOMITING
Aires (b)
(6)
| 4.i Was symptom present?
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((éé)) NO
Aires
(6)
| 5a
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:36 AcvoPrEINFPe000 |(B) (4), | DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms - Other: Asthenia
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Header Text: C4591001

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

Jan/19/2021 Trail History
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aires (b) (4), (b)
(6)

| 5.a Symptoms - Other Text:

‘ Date | L ocation ’ User | Value ‘ Reason
Jan-20-2021 13:09:36 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (COF Asthenia
Aires (0)

(6)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Audit Trail
Jan/19/2021

090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Jan-20-2021 13:09:59 ACVOPFEINFP6000 || (b) Form Created
(UTC-03:00) City of Buenos ((‘ll)))
Aires
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674

Generated By: (b) (4

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---

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

Back to Form

| 1. Actual Date of Collection:

‘ Date L ocation ’ User ’ Value Reason
Jan-20-2021 13:09:59 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Jan/19/2021
Aires (b)

(6)

| 2. Specimen Type:

‘ Date L ocation ’ User ’ Value Reason
Jan-20-2021 13:09:59 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:))). SWABBED MATERIAL
Aires

(6)

| 3. Specimen Collection Location:

‘ Date L ocation ’ User ’ Value Reason
Jan-20-2021 13:09:59 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:))). NASOPHARY NX
Aires

(6)

| 4. Assay Code and Description:

‘ Date L ocation ’ User | Value Reason
Jan-20-2021 13:09:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SEVERE ACUTE RESP SYNDROME
Aires CORONAVIRUS 2
‘ 5. Device Type:
| Date L ocation | User | Value Reason
Jan-20-2021 13:09:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
Aires
| 6. Trade Name:

‘ Date L ocation ’ User | Value Reason
Jan-20-2021 13:09:59 ACVOPFEINFP6000 | (0) (4), | DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) ATILA BIOSYSTEMSIAMP COVID-

Aires 19 DETECTION KIT
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Jan/19/2021
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| | (b) (4), (b) ‘
(6)
| 7. Test Result:
| Date | L ocation | User |VaJue ‘ Reason
Jan-20-2021 13:09:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NEGATIVE
Aires (b)
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Jan-20-2021 13:10:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
| 2. Sample Type
‘ Date L ocation ’ User | Value Reason
Jan-20-2021 13:10:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) |NASAL_SWAB_SELF

| 3. Sample Collected?

| Date L ocation | User | Value Reason
Jan-20-2021 13:10:19 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NO
Aires (b)
(6)

| 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

| Date L ocation | User | Value Reason
Jan-20-2021 13:10:19 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Sample collected by team physician
Aires (b)
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Jan/19/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

Argerich

Subject Initials: ---

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

Back to Form

‘ 1. Data Origin

| Date L ocation | User | Value Reason
Jan-20-2021 13:10:29 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE

Aires

| 2. Sample Type

‘ Date L ocation ’ User | Value Reason
Jan-20-2021 13:10:29 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | NASAL_SWAB

Aires

| 3. Sample Collected?

| Date L ocation | User | Value Reason
Jan-20-2021 13:20:17 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Jan-20-2021 13:10:29 ACVOPFEINFP6000 | auto query | Query 1: Candidate 'Sample Collected? is
(UTC-03:00) City of Buenos (autoquery) Yes, however no
Aires barcodes are entered.

Please review and
correct as appropriate.
Jan-20-2021 13:10:29 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), YES
Aires (b) Date of Collection:
(6)
Jan/19/2021

‘ 5a

| Date L ocation | User | Value Reason
Jan-20-2021 13:20:17 AcvoPrEINFP000 |(B) (4), (b) | pata Entry: Initial Entry
(UTC-03:00) City of 6 Sample 1D: BPWBJIG
Buenos Aires

| 5.aSample D

‘ Date L ocation ’ User ‘ Value Reason
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Header Text: C4591001

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

Jan/19/2021 Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Jan-20-2021 13:20:17 AcvorreINFPeo00 |(B) (4), (B) | pataEntry: Initial Entry
(UTC-03:00) City of (6) BPWBJG
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

[1a

| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Type of Practitioner: SPECIAL
Aires (b) IST

6) Occurrenceof Visitsor C NO
ontacts:

| 1.a Physician or Healthcare Professional:

‘ Date L ocation ’ User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), SPECIALIST
Aires ()

(6)

| 1.a Occurrence of Visitsor Contacts:

‘ Date L ocation ’ User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NO
Aires ()

(6)

| 1b

‘ Date L ocation ’ User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Type of Practitioner: EMERGENCY
Aires (b) ROOM

) Occurrence of Visits NO
or Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Subject Initials: ---

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

| 1.b Physician or Healthcare Professional:

| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4), EMERGENCY ROOM
Aires (b)
(6)
| 1.b Occurrence of Visitsor Contacts:
| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4), NO
Aires (b)
(6)
| 1c
| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Type of Practition PRIMARY CAR
Aires (b) er: E PHYSICIAN
(6) Occurrenceof Visi NO

tsor Contacts:

‘ 1.c Physician or Healthcare Professional:

| Date L ocation ’ User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), PRIMARY CARE PHYSICIAN
Aires (b)
(6)
‘ 1.c Occurrence of Visitsor Contacts:
| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NO
Aires (b)
(6)
‘ 1d
| Date L ocation | User | Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Jan-20-2021 13:10:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Typeof Practitioner:  URGENT C
Aires (b) ARE
(6) Occurrenceof Visitsor NO
Contacts:
‘ 1.d Physician or Healthcare Professional:
| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4), URGENT CARE
Aires (b)
(6)
‘ 1.d Occurrence of Visits or Contacts:
| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFPGE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4), NO
Aires (b)
(6)
[1e
| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Type of Practition TELEPHONE CO
Aires (b) er: NSULTATION
6) Occurrenceof Vis NO
itsor Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

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

Subject No: 12313674
Generated By:

(b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

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

| 1.e Physician or Healthcare Professional:

| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4), TELEPHONE CONSULTATION
Aires (b)
(6)
| 1.e Occurrence of Visits or Contacts:
| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4), NO
Aires (b)
(6)
| 11
| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Type of Practitioner: OTHE
Aires (b) R
(6) Occurrenceof Visitsor Cont NO
acts:
‘ 1.f Physician or Healthcare Professional:
| Date L ocation ’ User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), OTHER
Aires (b)
(6)
‘ 1.f Occurrence of Visits or Contacts:
| Date L ocation | User | Value Reason
Jan-20-2021 13:10:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NO
Aires (b)
(6)
‘ 3. Has the subject been hospitalized due to potential COVID-19 illness?
| Date L ocation | User | Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Jan/19/2021

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen

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

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Jan-20-2021 13:10:55 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NO
Aires (b)
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History
Jan/19/2021
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

‘ 1. Hospitalization Category:

| Date L ocation ’ User | Value Reason
Jan-25-2021 12:07:24 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

| 2. Hospitalization Term:

‘ Date L ocation ‘ User |Value Reason
Jan-25-2021 12:07:24 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

| 3. Admission Date:

| Date L ocation User Value Reason
Jan-25-2021 12:07:24 ACVOPFEINFP6000 |/ (b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

‘ 4. Ongoing?

| Date L ocation ’ User | Value Reason
Jan-25-2021 12:07:24 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Jan/19/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313674

Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

‘ 1. Category of Clinical Event:

| Date L ocation | User | Value Reason
Jan-20-2021 13:11:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | POTENTIAL COVID-19 ILLNESS
Aires

| 2. Was a diagnosis obtained for Potential COVID-19 |lIness?

‘ Date L ocation ’ User | Value Reason
Jan-20-2021 13:11:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4), YES
Aires (b) Respiratory IlIness Diagnosis:

(6)
Pharyngitis
Date of Diagnosis:
Jan/13/2021

| 3. Toxicity Grade:

‘ Date L ocation ’ User ’ Value Reason
Jan-20-2021 13:11:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of Buenos (4), 2
Aires (b)
(6)
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

on Nov/26/2020 History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
| 1. Date of Visit
| Date L ocation User Value Reason
Nov-26-2020 14:41:15 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/26/2020
Buenos Aires
|3.COVID-19 IlIness Visit:
| Date L ocation User Value Reason
Nov-26-2020 14:41:15 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COVID_A1
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

on Nov/26/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
‘ 1. Data Origin
| Date L ocation | User | Value Reason
Nov-26-2020 14:41:29 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |[SITE
Aires
| 2. Sample Type
‘ Date L ocation | User | Value Reason
Nov-26-2020 14:41:29 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SERUM
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Nov-27-2020 12:01:52 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-27-2020 03:18:38 ACVOPFEINFP6000 | (b) (4), (b) |Query 1: Opened '‘Sample Collected? is
(UTC-03:00) City of (6) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Nov-26-2020 14:41:29 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected? is
(UTC-03:00) City of (autoquery) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Nov-26-2020 14:41:29 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Nov/26/2020
| 5a
‘ Date L ocation User Value Reason
Nov-27-2020 12:01:52 AcVOPFEINFP000 |(B) (4), (B) | pata Entry: Initial Entry
(UTC-03:00) City of 6 Sample 1D: BRVPLV
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
on Nov/26/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

| 5.a Sample D

| Date L ocation | User ‘ Value Reason
Nov-27-2020 12:01:52 ACVOPFEINFP000 | (0) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) BRVP1V
Buenos Aires

|50

| Date L ocation | User | Value Reason
Nov-27-2020 12:13:30 ACVOPFEINFP6000 | Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato Sample | D: BPWSSL
Buenos Aires Cabra

(b) (4)

‘ 5.b Sample ID

| Date L ocation | User | Value Reason
Nov-27-2020 12:13:30 ACVOPFEINFP6000 | Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato BPWSSL
Buenos Aires Cabra

(b) (4)

(50

| Date L ocation | User | Value Reason
Nov-27-2020 12:18:25 ACVOPFEINFPG000 |/(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample |D: BRVP27
Buenos Aires

| 5.c Sample |ID

‘ Date L ocation User Value Reason
Nov-27-2020 12:18:25 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) BRvVP27
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

on Feb/24/2021
Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4)

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

| 1. Date of Visit

| Date L ocation | User | Value Reason
Feb-24-2021 13:59:59 ACVOPFEINFP6000 | (D) (4), (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of Feb/24/2021
Buenos Aires
‘ 3. COVID-19 llIness Visit:
| Date L ocation | User | Value Reason
Feb-24-2021 13:59:59 AcvOoPFEINFPs000 |(B) (4), (b) (6) |pataEntry: Initial Entry
(UTC-03:00) City of COVID B1
Buenos Aires
Page 384 of 432

*** Confidential***
FDA-CBER-2021-5683-0876799




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001
Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
on Feb/24/2021 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
‘ 1. Data Origin
| Date L ocation | User | Value Reason
Feb-24-2021 14:00:08 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
| 2. Sample Type
‘ Date L ocation ’ User | Value Reason
Feb-24-2021 14:00:08 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SERUM
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Feb-25-2021 09:33:13 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-25-2021 07:34:21 ACVOPFEINFPG000 | (b) (4), Query 1: Opened 'Sample Collected?
(UTC-03:00) City of (b) (6) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Feb-24-2021 14:00:08 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Feb-24-2021 14:00:08 AcvoPFEINFPe000 |(B) (4), (b) (6) | pataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Feb/24/2021
| 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
‘ Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Visit

on Feb/24/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313674

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Feb-25-2021 12:34:02 ACVOPFEINFPE000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4)
Buenos Aires

[5a

| Date L ocation User Value Reason
Feb-25-2021 09:33:13 AcvorreINFPeooo | (B) (4), (B) (6) pata Entry: Initial Entry
(UTC-03:00) City of SampleD: BRZ16T
Buenos Aires

| 5.aSample D

‘ Date L ocation | User | Value Reason
Feb-25-2021 09:33:13 AcVOPFEINFPe000 | (1) (4), (b) (6) DataEntry: Initial Entry
(UTC-03:00) City of BRZ16T
Buenos Aires

|5b

| Date L ocation User Value Reason
Feb-25-2021 11:31:41 AcvorrEINFPs000 | (B) (4), (b) (6) | pata Entry: Initial Entry
(UTC-03:00) City of Sample | D: BR219X
Buenos Aires

‘ 5.b Sample ID

| Date L ocation | User | Value Reason
Feb-25-2021 11:31:41 AcvorreINFPsooo |(B) (4), (B) (6) pata Entry: Initial Entry
(UTC-03:00) City of BR219X
Buenos Aires

| 5.c

‘ Date L ocation | User ’ Value Reason
Feb-25-2021 12:34:07 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample 1D: BRZ16B
Buenos Aires

| 5.c Sample|D

| Date L ocation | User | Value Reason
Feb-25-2021 12:34.07 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BRZ16B
Buenos Aires
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

‘ 1. Date of Completion/Discontinuation/Death :

| Date | L ocation User Value Reason
Nov-26-2020 15:10:19 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/26/2020
Buenos Aires

‘ 2. Phase of Disposition:

|Da1e L ocation |User |Value Reason
Nov-26-2020 15:10:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | VACCINATION
Aires

| 3. Status:

‘ Date L ocation User Value Reason
Nov-26-2020 15:10:19 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COMPLETED
Buenos Aires
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Header Text: C4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form
‘ 1. Date of Visit
| Date | L ocation User Value Reason
Feb-24-2021 15:25:01 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(b) (6) | Febi24/2021
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Header Text: C4591001
Visit: Potential ReVax Initia Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Locked, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

‘ 1. Select appropriate response - | s participant willing to return for Vaccination 3?

|Date L ocation |User |Va|ue Reason
Feb-24-2021 15:25:10 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Participant is willing to return for Vacc
Aires ination 3

Participant is:

eligible and NOT confirmed to have
received only placebo at Vaccinatio
n 12
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090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Oct-11-2020 10:16:28 ACVOPFEINFPG000 || (b) Form Created
(UTC-03:00) City of Buenos (4),
Aires (b) (6)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Nov-06-2020 15:01:33 ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of Buenos (4),
Aires (b)
(6)
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090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Form Created
(UTC-03:00) City of Buenos Corradetti
Aires (b) (4)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Nov-17-2020 08:24:56 ACVOPFEINFPG000 (/(b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

Form: ADVERSE EVENT REPORT - Audit Trall

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Nov-17-2020 10:34:08 ACVOPFEINFPG000 || (b) (4), |Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1231

Subject No: 12313674

Form Version: 22-Apr-2020 21:02

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Date L ocation User Value Reason
Nov-18-2020 08:39:03 ACVOPFEINFPG000 || (b) (4), (b) |Form Deleted Transcription
(UTC-03:00) City of Buenos (6) Error
Aires
Nov-17-2020 11:00:57 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

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

Subject No: 12313674

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
‘ 1. Category:
| Date L ocation | User | Value Reason
Oct-11-2020 10:16:28 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | ADVERSE EVENT
Aires
| 2. AE ID:
‘ Date L ocation ’ User | Value Reason
Oct-11-2020 10:16:28 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) (1
Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation ‘ User ’ Value Reason
Nov-17-2020 14:05:15 ACVOPFEINFP6000 | (b) (4), (b) Query 7: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
Nov-17-2020 10:47:14 ACVOPFEINFPG000 | (b) (4), Query 7: Answered Bilateral axillary
(UTC-03:00) City of (b) (6) lymphadenopathy is
Buenos Aires added as a separate
adverse event. Thank
you
Nov-15-2020 18:43:03 ACVOPFEINFP6000 | (b) (4), (b) | Query 6: Closed responded in separate
(UTC-03:00) City of (6) query
Buenos Aires
Nov-15-2020 18:41:09 ACVOPFEINFP6000 || (b) (4), (b) |Query 7: Opened CLINICAL - Thank
(UTC-03:00) City of (6) you. Adenopathy isan
Buenos Aires event of interest for a
trial of vaccination
response, and may be
due to pneumonitis
(which would be
reported in the
Relationship field);
however, axillary
location islesstypical.
Please report the CT
finding
Nov-15-2020 17:28:58 ACVOPFEINFPG000 | (b) (4), Query 6: Answered Adenopathies are not
(UTC-03:00) City of (b) (6) considered as an AE.
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231

Subject No: 12313674

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires They arefindingsin
the context of the
disease.

Nov-15-2020 10:40:35 ACVOPFEINFPG000 || (b) (4), (b) |Query 6: Reissued:Opened CLINICAL Thank

(UTC-03:00) City of (6) you; however, no AE

Buenos Aires for multiple
adenopathies
(precarinal,
prevascular and
axillae) was added to
the AE CRF

Nov-15-2020 10:38:23 ACVOPFEINFPG000 | (b) (4), (b) |Query5: Closed Response satisfies

(UTC-03:00) City of (6) query

Buenos Aires

Nov-14-2020 09:40:56 ACVOPFEINFP6000 | auto query Query 6: Answered Typo changed

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-14-2020 09:40:56 ACVOPFEINFP6000 | auto query Query 5: Answered Typo changed

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-14-2020 09:40:56 ACVOPFEINFP6000 | Santiago Data Entry: Typo changed

(UTC-03:00) City of Corradetti Non-specific Pneumonitis

Buenos Aires (b) (4)

Nov-13-2020 20:07:22 ACVOPFEINFPG000 | (b) (4), (b) |Query 6: Opened CLINICAL SAE

(UTC-03:00) City of (6) report includes

Buenos Aires multiple adenopathies
(precarinal,
prevascular and
axillae) on CT. Please
add this event to AE
reporting.

Nov-13-2020 12:38:45 ACVOPFEINFP6000 || (b) (4), (b) | Query 5: Opened CLINICAL SAE

(UTC-03:00) City of (6) report includes

Buenos Aires panlobar emphysema
on chest CT. It was
added to Med Hist but
then crossed out. If it
was NOT aknown
pre-existing condition;
please consider clinical
significance for safety
reporting asan AE

Nov-13-2020 12:32:05 ACVOPFEINFPG000 | (b) (4), (b) |Query 4: Closed Response satisfies

(UTC-03:00) City of (6) query
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

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 20:20
Buenos Aires
Nov-12-2020 17:02:35 ACVOPFEINFP6000 | (b) (4), (b) Query 4. Answered Thisinformation was
(UTC-03:00) City of (6) clarified in the FU sent
Buenos Aires yesterday 11-11-20
Nov-12-2020 00:39:14 ACVOPFEINFP6000 | (b) (4), (b) | Query 4: Reissued:Opened Clinical - please
(UTC-03:00) City of (6) update the SAE which
Buenos Aires asthe WRONG start
year for Sjogrens
Nov-11-2020 17:45:53 ACVOPFEINFP6000 | (b) (4), (b) | Query 4: Answered Itisclarified that the
(UTC-03:00) City of (6) start date of Sjogren's
Buenos Aires Sme is 07Jul1977.
Thank you
Nov-10-2020 17:35:11 ACVOPFEINFP6000 | (b) (4), (b) |Query 4: Opened CLINICAL - Please
(UTC-03:00) City of (6) submit a safety update
Buenos Aires with the correct start
year of 1977 for med
Hx condition Sjogren's
to the SAE
(#2020394563), which
reports the incorrect
year of 1997.
Oct-26-2020 14:55:48 ACVOPFEINFPG000 | (b) (4), (b) |Query 3: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
Oct-21-2020 09:21:38 ACVOPFEINFPG000 | (b) (4), Query 3: Answered This problem was
(UTC-03:00) City of (b) (6) added to the Medical
Buenos Aires History, it isnot
considered an adverse
event.
Oct-13-2020 19:38:35 ACVOPFEINFPG000 || (b) (4), (b) |Query 3: Reissued:Opened CLINICAL SAE
(UTC-03:00) City of (6) report includes
Buenos Aires panlobar emphysema
on chest CT; please
add this problem to the
Medical History if it
was aknown
condition; otherwise
consider clinica
significance for safety
reporting asan AE
Oct-13-2020 19:37:46 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1231

Subject No: 12313674

Form Version: 22-Apr-2020 21:02

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: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Oct-13-2020 19:35:53 ACVOPFEINFPG000 | (b) (4), (b) |Query 1: Closed Response satisfies

(UTC-03:00) City of (6) query

Buenos Aires

Oct-13-2020 12:05:27 ACVOPFEINFP6000 | auto query Query 3: Answered New Information

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-13-2020 12:05:27 ACVOPFEINFP6000 | auto query Query 2: Answered New Information

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-13-2020 12:05:27 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-13-2020 12:05:27 ACVOPFEINFP6000 || (b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) Nonspecific Pneumonitis

Buenos Aires

Oct-13-2020 10:01:15 ACVOPFEINFP6000 | (b) (4), (b) |Query 3: Opened CLINICAL SAE

(UTC-03:00) City of (6) report includes

Buenos Aires panlobar emphysema
on chest CT; please
add this problem to the
Medical History if it
was a known
condition; otherwise
consider clinica
significance for safety
reporting asan AE

Oct-13-2020 09:58:20 ACVOPFEINFPG000 | (b) (4), (b) |Query 2: Opened CLINICAL - Medical

(UTC-03:00) City of (6) History in SAE report

Buenos Aires has start date for
Sjogrens on 07 Jul
1997; however, Med
Hx CRF has start date
for §ogrens on 07 Jul
1977. Please review,
and update as required
in the appropriate
location (CRF or SAE
update).

Oct-13-2020 09:50:08 ACVOPFEINFP6000 || (b) (4), (b) |Query 1: Opened CLINICAL - if thisis

(UTC-03:00) City of (6) the same event asthe

Buenos Aires SAE of Nonspecific
Pneumonitis; please
update term.
Otherwise, please enter
adverse event of
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

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 20:20
Nonspecific
Pneumonitis.
Oct-11-2020 10:16:28 ACVOPFEINFPG000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Suspected acute community acquire
Buenos Aires d pneumonia

| 4. Start Date Time:

‘ Date L ocation User Value Reason
Oct-13-2020 19:36:34 ACVOPFEINFP6000 (b) Query 1: Closed Response satisfies
(UTC-03:00) City of 4), query
Buenos Aires (b) (6)

Oct-13-2020 12:05:57 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-13-2020 12:05:57 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) Sep/29/2020 15:30

Buenos Aires

Oct-13-2020 10:03:04 ACVOPFEINFP6000 (b) Query 1: Opened CLINICAL AE start

(UTC-03:00) City of (4), date isreported as 08

Buenos Aires (b) (6) Oct 2020; however,
SAE safety report has
first symptoms on 29
Sep 2020. Please
review, and update as
appropriate.

Oct-11-2020 10:16:28 ACVOPFEINFPE000 | (b) (4), (b) |[DataEntry: Initial Entry

(UTC-03:00) City of (6) Oct/8/2020 08:00

Buenos Aires

| 5. Isthe adverse event still ongoing?

‘ Date L ocation User Value Reason
Feb-08-2021 13:32:02 ACVOPFEINFP6000 | (b) (4), Query 4. Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Feb-05-2021 12:26:15 ACVOPFEINFP6000 | auto query Query 4: Answered New Information
(UTC-03:00) City of (autoquery)

Buenos Aires
Feb-05-2021 12:26:15 ACVOPFEINFPE000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Oct/10/2020 UNK:UNK
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

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 20:20

Feb-04-2021 11:18:05 ACVOPFEINFPE000 | (b) (4), Query 4: Opened ClinQuery: Please

(UTC-03:00) City of (b) (6) confirmif AEis

Buenos Aires ONGOING or has
RESOLVED. If event
has RESOLVED,
please update AE
record accordingly
and enter END
DATE.

Oct-30-2020 12:30:08 ACVOPFEINFPE000 |(b) (4), Query 3: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Oct-30-2020 11:06:10 ACVOPFEINFP6000 | (b) (4), Query 3: Answered The disease is till

(UTC-03:00) City of (b) (6) ongoing.

Buenos Aires

Oct-30-2020 04:51:24 ACVOPFEINFPG000 | (b) (4), Query 3: Opened ClinQuery: Please

(UTC-03:00) City of (b) (6) confirmif AEis

Buenos Aires ONGOING (start date
29 Sep 2020)or
RESOLVED. If
RESOLVED, please
enter END DATE.

Oct-29-2020 11:29:04 ACVOPFEINFP6000 |(b) (4), Query 3: Candidate ClinQuery: Please

(UTC-03:00) City of (b) (6) confirmif AEis

Buenos Aires ONGOING (start date
29 Sep 2020)or
RESOLVED. If
RESOLVED, please
enter END DATE.

Oct-29-2020 11:28:47 ACVOPFEINFPE000 |(b) (4), Query 2: Closed Re-entered Query.

(UTC-03:00) City of (b) (6)

Buenos Aires

Oct-27-2020 12:25:14 ACVOPFEINFP6000 |(b) (4), Query 2: Opened ClinQuery: Please

(UTC-03:00) City of (b) (6) confirmif AEis

Buenos Aires ONGOING (start date
29 Sep 2020)or
RESOLVED. If
RESOLVED, please
enter END DATE.

Oct-20-2020 11:36:33 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response setisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Oct-20-2020 11:12:20 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Answered Origina vaueis

(UTC-03:00) City of (6) correct
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

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 20:20

Buenos Aires

Oct-20-2020 11:03:58 ACVOPFEINFP6000 |(b) (4), Query 1: Opened ClinQuery: Please

(UTC-03:00) City of (b) (6) confirmif AEis

Buenos Aires ONGOING or
RESOLVED. If
RESOLVED, please
enter END DATE.
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Visit: Logs - Unscheduled

Generated By:

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 No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

| 5. Isthe adverse event till ongoing?

090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

| Date L ocation | User | Value Reason
Oct-11-2020 10:16:28 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
’ 6. Toxicity Grade:
| Date L ocation | User | Value Reason
Oct-11-2020 10:16:28 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 2
Buenos Aires (b) (6)
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-13-2020 21:43:35 ACVOPFEINFP6000 | auto query | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-13-2020 12:05:27 ACVOPFEINFP6000 |auto query | Query 1: Candidate For AE Nonspecific
(UTC-03:00) City of (autoquery) Pneumonitis: Response
Buenos Aires to "Isthe adverse event
serious?’ is'Yes but
"Serious Adverse
Event Number" is
blank.
Oct-13-2020 07:07:54 ACVOPFEINFPE000 | (b) (4), Query 1: Opened SAE RECON:
(UTC-03:00) City of (b) (6) Suspected acute
Buenos Aires community acquired
pneumonia(Onset
date:080ct2020) is not
reported to Safety
database but marked
serious on AE CRF.
Confirm seriousness
and report to Pfizer
immediately.If this
event is not serious,
Page 403 of 432

*** Confidential***
FDA-CBER-2021-5683-0876818




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
downgrade the event
on AE CRF
Oct-11-2020 10:16:28 ACVOPFEINFP6000 |autoquery | Query 1: Candidate For AE Suspected
(UTC-03:00) City of (autoquery) acute community
Buenos Aires acquired pneumonia:
Response to "Isthe
adverse event serious?”
is'Yes but "Serious
Adverse Event
Number" is blank.
Oct-11-2020 10:16:28 ACVOPFEINFP6000 (b) Data Entry: Initia Entry
(UTC-03:00) City of 4), YES
Buenos Aires (b) (6) Isthis serious event associated with
congenital anomaly or birth defect?
NO
Did this serious event result in death
?
NO
Did this serious event require or prol
ong hospitalization?
YES
Did this serious event result in persis
tent or significant disability/incapaci
ty?
NO
Isthis serious event life threatening?
NO
Other medically important serious e
vent
NO
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation | User | Value Reason
Oct-11-2020 10:16:28 AcvopreINFPeooo |(B) (4), (B) | pata Entry: Initial Entry
(UTC-03:00) City of (6) NO
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231

Subject No: 12313674

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

ftrals: ---

Generated By: (b) (4) enerated Time (GMT): 29-Mar-2021 20:20
, (b) (4), ()

’ Buenos Aires | (6) ‘ |

| 9. Isthis event related to study treatment:

| Date | L ocation | User |Value | Reason
Oct-11-2020 10:16:28 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NOT RELATED
Buenos Aires (b) (6) If Not Related to study treatment(s), t

his event is due to:
OTHER
If Other, specify:
unknown

’ 10. Latest Action Taken with Study Treatment:

|Da1e L ocation |User |Value Reason
Oct-11-2020 10:16:28 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NOT APPLICABLE
Buenos Aires (b) (6)

| 11. Was a Concomitant Medication given?

’ Date L ocation | User ‘ Value Reason
Oct-11-2020 10:16:28 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)

| 12. Was a Non-Drug Treatment given?

’ Date L ocation | User ‘ Value Reason
Oct-11-2020 10:16:28 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)

| 13. What was the outcome of this adverse event?:

|Date L ocation |User |Value Reason
Feb-05-2021 12:26:33 | ACVOPFEINFP6000 | auto query | Query 2: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires
Feb-05-2021 12:26:33 | ACVOPFEINFPG000 | (b) (4), |DataEntry: New Information
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

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 20:20

Buenos Aires | |

Feb-05-2021 12:26:15 | ACVOPFEINFP6000 |auto query | Query 2: Opened For AE Non-specific Pneumonitis:

(UTC-03:00) City of (autoquery) Response to "What was the outcome

Buenos Aires of this adverse event?' is
'Recovering/Resolving' but AE End
Date/Timeis present.

Oct-21-2020 07:23:22 | ACVOPFEINFP6000 | (b) (4), |Query 1. Closed Outcome updated to

(UTC-03:00) City of (b) (6) recovering/resolving in inform. Issue

Buenos Aires resolved

Oct-21-2020 02:32:55 | ACVOPFEINFP6000 | (b) (4), Query 1: Reissued:Candidate | Response does not satisfy query

(UTC-03:00) City of (b) (6)

Buenos Aires

Oct-20-2020 13:07:15 | ACVOPFEINFP6000 |auto query |Query 1: Answered New Information

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-20-2020 13:07:15 | ACVOPFEINFPG000 | (b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) RECOVERING/RESOLVIN

Buenos Aires G

Oct-14-2020 07:14:08 | ACVOPFEINFPG000 |/ (b) (4), Query 1: Opened SAE

(UTC-03:00) City of (b) (6) RECON:AER#2020394563,0utcome

Buenos Aires was reported as
Recovering/Resolving to Safety DB
however, recorded as NOT
RECOVERED/NOT RESOLVED
on AE CRF. Please confirm correct
outcome. If safety update is
required, please submit afollow-up
form.

Oct-11-2020 10:16:28 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-03:00) City of (4), NOT RECOVERED/NOT R

Buenos Aires (b) (6) ESOLVED

’ 14. Did the adverse event cause the subject to be discontinued from the study?

| Date L ocation | User | Value Reason
Oct-11-2020 10:16:28 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
| 15. Serious Adverse Event Number: For Pfizer Use Only
|Da1e |Location |User |VaJue |Reason
Data Entry: Initial Entry

‘ Oct-13-2020 21:43:35

‘ACVOPFEINFPGOOO (b) (4), (b)
(6)
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Header Text: C4591001
Visit: Logs - Unscheduled
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

*** Confidential***

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

00} Ci (b) (4),
(UTC-03:00) City of Buenos (b) (6) 2020394563
Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

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 20:20

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Nov-06-2020 15:01:33 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |ADVERSE EVENT

Aires

‘ 2. AE ID:

|Da1e L ocation |User |Value Reason
Nov-06-2020 15:01:33 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |2
Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation | User | Value Reason
Nov-06-2020 15:01:33 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Left submaxillary sialadenitis
Aires (b)

(6)

‘ 4. Start Date Time:

|Da1e L ocation |User |Value Reason
Nov-06-2020 15:01:33 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Nov/3/2020 08:00
Aires (b)

(6)

‘ 5. Isthe adverse event still ongoing?

| Date L ocation | User | Value Reason
Nov-11-2020 16:26:11 ACVOPFEINFP6000 | Martina Data Entry: New Information
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4) End Date Time:

Nov/9/2020 20:00
Nov-06-2020 15:01:33 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

‘ 6. Toxicity Grade:

| Date L ocation | User | Value Reason
Nov-06-2020 15:01:33 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), 2
Aires (b)
(6)

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
Nov-06-2020 15:01:33 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NO
Aires (b)

(6)

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
Nov-06-2020 15:01:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NO
Aires (b)

(6)

| 9. Isthis event related to study treatment:

‘ Date L ocation | User | Value Reason
Nov-06-2020 15:01:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NOT RELATED
Aires (b) If Not Related to study treatment(s), t

(6) hisevent is dueto:
OTHER
If Other, specify:
Sjogren's syndrome

‘ 10. Latest Action Taken with Study Treatment:

| Date L ocation | User | Value Reason
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313674

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 20:20
Nov-06-2020 15:01:33 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos 4), NOT APPLICABLE
Aires (b)
(6)
‘ 11. Was a Concomitant Medication given?
| Date L ocation | User | Value Reason
Nov-06-2020 15:01:33 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), YES
Aires (b)
(6)
‘ 12. Was a Non-Drug Treatment given?
| Date L ocation | User | Value Reason
Nov-06-2020 15:01:33 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NO
Aires (b)
(6)
‘ 13. What was the outcome of this adverse event?:
| Date L ocation | User | Value Reason
Nov-11-2020 16:27:02 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-11-2020 16:27:02 ACVOPFEINFP6000 |Martina Data Entry: New Information
(UTC-03:00) City of Davalli RECOVERED/RESOLVED
Buenos Aires (b) (4)
Nov-11-2020 16:26:11 ACVOPFEINFPE000 | auto query Query 1: Opened For AE Left
(UTC-03:00) City of (autoquery) submaxillary
Buenos Aires sialadenitis; Response
to "What was the
outcome of this adverse
event?' is
'‘Recovering/Resolving'
but AE End Date/Time
is present.
Nov-06-2020 15:01:33 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RECOVERING/RESOLVING
Buenos Aires
| 14. Did the adverse event cause the subject to be discontinued from the study?
‘Dale L ocation |User |Value Reason
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1231

Subject No: 12313674

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 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 20:20
Nov-06-2020 15:01:33 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), NO
Aires (b)
(6)
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Header Text: C4591001
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SiteNo: 1231

Subject No: 12313674

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |ADVERSE EVENT
Aires

‘ 2. AE ID:

| Date L ocation | User | Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |3
Aires
3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

| Date L ocation User Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Panlobar emphysema
Buenos Aires (b) (4)

| 4. Start Date Time:

‘ Date L ocation User Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Oct/9/2020 UNK:UNK
Buenos Aires (b) (4)

| 5. Isthe adverse event still ongoing?

| Date L ocation | User |Value Reason
Nov-15-2020 18:39:53 ACVOPFEINFP6000 | Santiago Data Entry: Panlobar Emphysema
(UTC-03:00) City of Corradetti YES was an imaging
Buenos Aires (b) @) finding, but is till

ongoing becauseitis
a chronic condition.
Nov-14-2020 18:01:23 ACVOPFEINFPE000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) NO
Buenos Aires End Date Time:
Oct/10/2020 12:00
Page 412 of 432

*** Confidential***
FDA-CBER-2021-5683-0876827




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

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, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Nov-14-2020 09:44:59 ACVOPFEINFPE000 | Santiago Data Entry: Initial Entry

(UTC-03:00) City of Corradetti YES

Buenos Aires (b) (4)

| 6. Toxicity Grade:

‘ Date L ocation User Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti 1
Buenos Aires (b) (4)

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
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NO

Buenos Aires (b) (4)

8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.

‘ Date L ocation User Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NO
Buenos Aires (b) (4)

‘ 9. Isthis event related to study treatment:

| Date L ocation | User | Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NOT RELATED
Buenos Aires (b) 4) If Not Related to study treatment(s)
, thisevent isdueto:
OTHER
If Other, specify:
Unknown

10. Latest Action Taken with Study Treatment:
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‘ Date L ocation User Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NOT APPLICABLE
Buenos Aires (b) (4)

‘ 11. Was a Concomitant Medication given?

| Date L ocation User Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initia Entry
(UTC-03:00) City of Corradetti NO
Buenos Aires (b) (4)

| 12. Was a Non-Drug Treatment given?

‘ Date L ocation User Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NO
Buenos Aires (b) (4)

| 13. What was the outcome of this adverse event?:

| Date L ocation User Value Reason
Nov-16-2020 00:31:55 ACVOPFEINFP6000 (b) Query 1: Closed Response satisfies
(UTC-03:00) City of (4), query
Buenos Aires (b) (6)

Nov-15-2020 18:39:53 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-15-2020 01:46:44 ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Reissued:Opened Response does not

(UTC-03:00) City of (6) satisfy query. AE

Buenos Aires outcome = NOT
RECOVERED/NOT
RESOLVED which
indicates that the AE is
ongoing, but END
DATE/TIME is entered
for the same AE which
indicates that the AE
has stopped. Please
review and correct. Or
clarify.

Nov-14-2020 18:17:32 ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Answered Upon request, the

(UTC-03:00) City of (6) adverse event is added

Buenos Aires after receiving the
report of atomography
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performed on the
volunteer. Becauseit is
achronic condition, the
outcome of the
event/diagnosisis
unresolved. But the end
date is added on the
same day of diagnosis.

*** Confidential***

Nov-14-2020 18:01:23 ACVOPFEINFP6000 | auto query Query 1: Opened For AE Panlobar
(UTC-03:00) City of (autoquery) emphysema: Response
Buenos Aires to "What was the
outcome of this adverse
event?' is'Not
Recovered/Not
Resolved' but AE End
Date/Timeis present.
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initia Entry
(UTC-03:00) City of Corradetti NOT RECOVERED/NOT RESOL
Buenos Aires (b) (4) VED
‘ 14. Did the adverse event cause the subject to be discontinued from the study?
| Date L ocation | User | Value Reason
Nov-14-2020 09:44:59 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NO
Buenos Aires (b) (4)
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Back to Form
| 1. Category:
| Date L ocation | User | Value Reason
Nov-17-2020 08:24:56 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |ADVERSE EVENT
Aires
‘ 2. AE ID:
| Date L ocation | User | Value Reason
Nov-17-2020 08:24:56 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) (4
Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed Discrepancy has
11:22:29 Oracle been closed.
(UTC-03:00) City (b) (4)
of Buenos Aires
Nov-17-2020 ACVOPFEINFP6000 auto query Query 1: Answere | New Information
10:27:25 (autoquery) d
(UTC-03:00) City
of Buenos Aires
Nov-17-2020 ACVOPFEINFP6000 (b) (4), Data Entry: New Information
10:27:25 (b) (6) ENLARGEMENT
(UTC-03:00) City OF MEDIASTIN
of Buenos Aires AL LYMPH NOD
ES
Nov-17-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opened | Clarify
09:33:05 Oracle MEDIASTINAL
(UTC-03:00) City (b) (4) LYMPH NODES as
of Buenos Aires follows...siteonly is
reported. Please
specify the disorder
or procedure that is
being reported. Is
this
ENLARGEMENT
OF
MEDIASTINAL
LYMPH NODES?
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Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
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Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
MEDIASTINAL
LYMPH NODE
BIOPSY ? Or other?
If s0, please edit as
such or clarify
further. Thank you.

Nov-17-2020 ACVOPFEINFPG000 (b) (4), Data Entry: Initial Entry

08:24:56 (b) (6) mediastinal lymph

(UTC-03:00) City nodes

of Buenos Aires

| 4. Start Date Time:

‘ Date L ocation ‘ User ’ Value Reason
Nov-17-2020 08:24:56 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/9/2020 12:00
Aires

‘ 5. Isthe adverse event still ongoing?

| Date L ocation | User | Value Reason
Dec-19-2020 10:53:58 ACVOPFEINFPE000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:

Dec/11/2020 18:00

Nov-24-2020 14:04:48 ACVOPFEINFP6000 |Juleen Gayed | Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (4) query
Buenos Aires
Nov-24-2020 09:51:44 ACVOPFEINFPE000 | (b) (4), (b) |Query 1: Answered Event is under follow
(UTC-03:00) City of (6) up. Subject is still
Buenos Aires going under diagnosis

procedures.
Nov-23-2020 11:43:00 ACVOPFEINFP6000 |Juleen Gayed | Query 1: Opened Clin: Please confirm
(UTC-03:00) City of (b) @) if thisAE is still
Buenos Aires ongoing
Nov-17-2020 08:24:56 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires

| 6. Toxicity Grade:

‘Dale |Location ‘User ’VaJue |Reason
Nov-17-2020 08:24:56 ACVOPFEINFP6000 gg; Egg' Data Entry: Initial Entry
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
b) (4), (b
(UTC-03:00) City of Buenos §6;( ) (b) 1
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
Nov-17-2020 08:24.56 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

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
Nov-17-2020 08:24.56 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

‘ 9. Isthis event related to study treatment:

| Date L ocation | User | Value Reason
Nov-17-2020 10:28:20 ACVOPFEINFP6000 | (b) (4), |DataEntry: New Information
(UTC-03:00) City of Buenos (b) (6) NOT RELATED
Aires If Not Related to study treatment(s), t

his event is due to:
OTHER
If Other, specify:
Non-specific Pneumonitis
Nov-17-2020 08:24:56 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT RELATED
Aires If Not Related to study treatment(s), t
hisevent is dueto:
OTHER
If Other, specify:
Unknown
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‘ 10. Latest Action Taken with Study Treatment:

| Date L ocation | User | Value Reason
Nov-17-2020 08:24:56 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT APPLICABLE
Aires

| 11. Was a Concomitant Medication given?

‘ Date L ocation ’ User ’ Value Reason
Nov-17-2020 08:24.56 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires

‘ 12. Was a Non-Drug Treatment given?

| Date L ocation | User | Value Reason
Nov-17-2020 08:24:56 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

| 13. What was the outcome of this adverse event?:

| Date L ocation | User | Value Reason
Dec-19-2020 10:53:08 ACVOPFEINFP6000 |/(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED
Buenos Aires
Nov-17-2020 08:24:56 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RECOVERING/RESOLVING
Buenos Aires

‘ 14. Did the adverse event cause the subject to be discontinued from the study?

| Date L ocation | User | Value Reason
Nov-17-2020 08:24:56 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
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Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Nov-17-2020 10:34:08 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |ADVERSE EVENT
Aires

‘ 2. AE ID:

| Date L ocation | User | Value Reason
Nov-17-2020 10:34:08 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |5
Aires
3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

| Date L ocation | User |Value Reason
Nov-17-2020 10:34:08 AcvopreINFPso00 [(B) (4), | pataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Bilateral axillary adenopathy
Aires

| 4. Start Date Time:

‘ Date L ocation | User | Value Reason
Nov-17-2020 10:46:31 ACVOPFEINFP6000 |(b) (4), (b) | Data Entry: New Information
(UTC-03:00) City of Buenos (6) Oct/9/2020 12:00
Aires
Nov-17-2020 10:34:08 acvorrEINFPe000 |(B) (4): | pataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/9/2020 UNK:UNK
Aires

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Nov-24-2020 14:04:03 ACVOPFEINFP6000 |Juleen Gayed | Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (4) query
Buenos Aires
Nov-24-2020 10:00:57 ACVOPFEINFP6000 |/(b) (4), (b) |Query 1. Answered AE istill ongoing
(UTC-03:00) City of (6)

Buenos Aires
Nov-23-2020 11:35:03 ACVOPFEINFPE000 | Juleen Gayed | Query 1: Opened Clin: Please confirm
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(UTC-03:00) City of (b) @) if thisAE is still
Buenos Aires ongoing
Nov-17-2020 18:33:00 ACVOPFEINFPG000 | (b) Data Entry: Changed Information
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
Nov-17-2020 11:08:47 ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Oct/9/2020 12:00
Nov-17-2020 10:34:08 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires

| 6. Toxicity Grade:

‘ Date L ocation | User |Value Reason
Nov-17-2020 10:34:08 ACVOPFEINFP6000 |(B) (4), (B)| Data Entry: Initial Entry
(UTC-03:00) City of Buenos (6) 1
Aires

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; I mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation | User | Value Reason
Nov-17-2020 10:34:08 ACVOPFEINFPe000 | (B) (4), (b)) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (6) NO

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
Nov-17-2020 10:34:08 ACVOPFEINFPs000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

‘ 9. Isthis event related to study treatment:

| Date L ocation | User |Value Reason
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Nov-17-2020 10:34:08 AcvorFEINFPs000 |(0) (4), | pataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT RELATED
Aires If Not Related to study treatment(s), t
his event is due to:
OTHER
If Other, specify:
Non-specific Pneumonitis.

| 10. Latest Action Taken with Study Treatment:

‘ Date L ocation ‘ User |Value Reason
Nov-17-2020 10:34:08 AcvorreINFPsooo | (B) (4). | pataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6)  [NOT APPLICABLE
Aires

‘ 11. Was a Concomitant Medication given?

| Date L ocation | User | Value Reason
Nov-17-2020 10:34:08 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b)®) [no
Aires

| 12. Was a Non-Drug Treatment given?

‘ Date L ocation | User |VaJue Reason
Nov-17-2020 10:34:08 AcvorreINFPeo00 | (B) (4), (B) pataEntry: Initial Entry
(UTC-03:00) City of Buenos (6) NO
Aires

‘ 13. What was the outcome of this adverse event?:

| Date L ocation User Value Reason
Nov-17-2020 18:47:04 ACVOPFEINFPG000 | (b) (4), Query 2: Closed Response satisfies query
(UTC-03:00) City of (b) (6)

Buenos Aires
Nov-17-2020 18:33:00 ACVOPFEINFPS000 | auto query Query 2: Answered Answer Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-17-2020 15:08:44 ACVOPFEINFP6000 | (b) (4), (b) | Query 2: Reissued:Opened DM Q: if Unresolved
(UTC-03:00) City of (6) then please change
Buenos Aires BOX 7 to ONGOING.
Thank you
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Generated Time (GMT): 29-Mar-2021 20:20

Generated By: (b) 4

Nov-17-2020 11:10:34 ACVOPFEINFP6000
(UTC-03:00) City of

Buenos Aires

(b) (4), Query 2: Answered Because it isachronic
(b) (6) condition, the outcome
of the event / diagnosis
is unresolved. But the
end date is added on the
same day of diagnosis.

Thank you
Nov-17-2020 11:09:32 ACVOPFEINFP6000 | auto query Query 2: Opened For AE Bilateral
(UTC-03:00) City of (autoquery) axillary adenopathy:
Buenos Aires Response to "What was

the outcome of this
adverse event?' is'Not
Recovered/Not
Resolved' but AE End
Date/Timeis present.

Nov-17-2020 11:09:32 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-17-2020 11:09:32 ACVOPFEINFPG000 |/(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NOT RECOVERED/NOT RESOL

Buenos Aires VED

Nov-17-2020 11:08:47 ACVOPFEINFP6000 | auto query Query 1: Opened For AE Bilatera
(UTC-03:00) City of (autoquery) axillary adenopathy:
Buenos Aires Response to "What was

the outcome of this
adverse event?' is
'Recovering/Resolving'
but AE End Date/Time

is present.

Nov-17-2020 10:34:08 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RECOVERING/RESOLVING
Buenos Aires

‘ 14. Did the adverse event cause the subject to be discontinued from the study?

| Date L ocation | User | Value Reason
Nov-17-2020 10:34:08 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (B)®) [Nno
Aires
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Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313674 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Nov-17-2020 11:05:43 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Not Applicable

Aires
Nov-17-2020 11:02:40 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-03:00) City of Buenos (autocalc)

Aires
Nov-17-2020 11:00:57 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | ADVERSE EVENT

Aires

| 2. AE ID:

| Date L ocation | User | Value Reason
Nov-17-2020 11:05:43 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Not Applicable

Aires
Nov-17-2020 11:02:40 ACVOPFEINFP6000 |auto calc Data Entry: Transcription Error
(UTC-03:00) City of Buenos (autocalc)

Aires
Nov-17-2020 11:00:57 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |6

Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Nov-18-2020 13:18:16 ACVOPFEINFP6000 |/ (b) (4), (b) |Query 1: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
Nov-18-2020 08:39:03 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-18-2020 08:30:34 ACVOPFEINFPG000 | (b) (4), Query 1: Opened DM: Per comment,
(UTC-03:00) City of (b) (6) please inactivate this
Buenos Aires logline. Thank you.
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Nov-17-2020 11:05:43 ACVOPFEINFPG000 |(b) (4), Data Entry:. Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Nov-17-2020 11:02:40 ACVOPFEINFPG000 |/(b) (4), Data Entry:. Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Nov-17-2020 11:00:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Left submaxillary sialadenitis
Buenos Aires

‘ 4. Start Date Time:

| Date L ocation | User | Value Reason
Nov-17-2020 11:05:43 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
Nov-17-2020 11:02:52 ACVOPFEINFPG000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-17-2020 11:00:57 ACVOPFEINFP6000 ||(b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Nov/3/2020 08:00
Aires

‘ 5. Isthe adverse event still ongoing?

| Date L ocation | User | Value Reason
Nov-17-2020 11:05:43 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
Nov-17-2020 11:03:02 ACVOPFEINFPG000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-17-2020 11:00:57 ACVOPFEINFP6000 ||(b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires End Date Time:

Nov/9/2020 20:00

| 6. Toxicity Grade:

‘ Date | L ocation ‘ User ’ Value ‘ Reason
Nov-17-2020 11:05:43 ‘ AcVOPFEINFPe000 |(0) (4),  |DataEntry: Initial Entry

(b) (6)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

b) (4), ,

(UTC-03:00) City of Buenos Eb; EG; Not Applicable
Aires
Nov-17-2020 11:03:14 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-17-2020 11:00:57 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 2
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
Nov-17-2020 11:05:43 ACVOPFEINFPG6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
Nov-17-2020 11:03:25 ACVOPFEINFPG000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-17-2020 11:00:57 ACVOPFEINFP6000 ||(b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
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
Nov-17-2020 11:05:43 ACVOPFEINFP6000 ||(b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
Nov-17-2020 11:03:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-17-2020 11:00:57 ACVOPFEINFPG000 |/(b) (4), Data Entry:. Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
9. Isthis event related to study treatment:
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
*** THISREPEATING FORM HASBEEN DELETED ***
Date L ocation | User ‘ Value Reason
Nov-17-2020 11:05:43 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
Nov-17-2020 11:03:46 ACVOPFEINFP6000 |/(b) (4), Data Entry:. Transcription Error
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-17-2020 11:00:57 ACVOPFEINFP6000 |/(b) (4), Data Entry:. Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT RELATED
Aires If Not Related to study treatment(s), t
his event is due to:
OTHER
If Other, specify:
Sjogren's syndrome
‘ 10. Latest Action Taken with Study Treatment:
| Date L ocation | User | Value Reason
Nov-17-2020 11:05:43 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
Nov-17-2020 11:03:59 ACVOPFEINFPG000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-17-2020 11:00:57 ACVOPFEINFP6000 ||(b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT APPLICABLE
Aires
‘ 11. Was a Concomitant Medication given?
| Date L ocation | User | Value Reason
Nov-17-2020 11:05:43 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
Nov-17-2020 11:04:10 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-17-2020 11:00:57 ACVOPFEINFP6000 ||(b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313674

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
*** THISREPEATING FORM HASBEEN DELETED ***
i (b) (4), (b) ‘

‘ Aires ’ ‘ (6)

‘ 12. Was a Non-Drug Treatment given?

‘ Date | L ocation | User ’ Value ‘ Reason
Nov-17-2020 11:05:43 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
Nov-17-2020 11:04:19 ACVOPFEINFPG000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6)

Aires

Nov-17-2020 11:00:57 ACVOPFEINFP6000 ||(b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

‘ 13. What was the outcome of this adverse event?:

‘ Date L ocation | User | Value Reason
Nov-17-2020 11:05:43 ACVOPFEINFP6000 |/(b) (4), Data Entry:. Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Nov-17-2020 11:04:30 ACVOPFEINFPG000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)

Buenos Aires

Nov-17-2020 11:01:14 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-17-2020 11:01:14 ACVOPFEINFPE000 |/(b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED

Buenos Aires

Nov-17-2020 11:00:57 ACVOPFEINFP6000 | auto query | Query 1. Opened For AE Left

(UTC-03:00) City of (autoquery) submaxillary

Buenos Aires sialadenitis: Response to
"What was the outcome
of this adverse event?'
is
'Recovering/Resolving'
but AE End Date/Time
is present.

Nov-17-2020 11:00:57 ACVOPFEINFPG0O00 |/(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) RECOVERING/RESOLVING

Buenos Aires

Page 428 of 432

*** Confidential***
FDA-CBER-2021-5683-0876843




090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

‘ 14. Did the adverse event cause the subject to be discontinued from the study?

‘ Date L ocation | User | Value Reason
Nov-17-2020 11:05:43 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of Buenos

(b) (6) Not Applicable

Aires

Aires

Nov-17-2020 11:04:40 ACVOPFEINFPG000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6)

Aires

Nov-17-2020 11:00:57 ACVOPFEINFP6000 ||(b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

| 15. Serious Adverse Event Number: For Pfizer Use Only

‘ Date L ocation ‘ User | Value Reason
Nov-17-2020 11:05:43 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry

(UTC-03:00) City of Buenos
Aires

(b) (6) Not Applicable

*** Confidential***
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Header Text: C4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

090177e196ae2f15\Final\Final On: 01-Apr-2021 03:33 (GMT)

‘ 1. Date Treatment Unblinded :

| Date | L ocation User Value Reason
Feb-24-2021 15:24:42 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Feb/24/2021
Aires

| 2. Primary Reason for Unblinding:

‘ Date L ocation User Value Reason
Feb-24-2021 15:24:42 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) ASSESSELIGIBILITY FOR ADDITI
Aires ONAL VACCINATION
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Header Text: C4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313674 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

‘ 1. Subject Status
|Date |Location |User |Value Reason
Nov-26-2020 15:10:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | FOLLOW-UP

Aires

Aug-24-2020 18:53:50 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | ENROLLED/RANDOMIZED

Aires

Aug-24-2020 18:50:31 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SCREENED

Aires

‘ 2. Subject Status Date

| Date L ocation | User | Value Reason
Nov-26-2020 15:10:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Nov/26/2020

Aires

Aug-24-2020 18:53:50 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Aug/24/2020

Aires

Aug-24-2020 18:50:31 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Aug/24/2020

Aires
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12313674
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

‘ 1. Casebook Signature

| Date | L ocation User Value Reason
Nov-06-2020 18:36:45 ACVOPFEINFPG000 |/(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Click Here to Enable
Buenos Aires
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