090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

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

Subject No: 12315632
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 20:43

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 | 24 JUL 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: 12315632
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 20:43

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/31/2020

Page 2 of 323

*** Confidential***
FDA-CBER-2021-5683-0891021




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

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

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Demography
Subject ID [12315632]
Birth Date: (b) (6) 1954
Sex: MALE

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***

Page 3 of 323

FDA-CBER-2021-5683-0891022




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12315632

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 20:43

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/31/2020
2. | Erroneous Visit
Page 4 of 323
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FDA-CBER-2021-5683-0891023




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Site

Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:29

No: 1231

Subject No: 12315632
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 20:43

Form Comments

Inclusion Criteria Not M et

*** Confidential***

1 Description of Inclusion Criterion Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 323
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/31/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4, | Specify Status: [1
Page 6 of 323
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12315632
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 20:43

Form Comments

Medical History Details

1.

Line/MH Number: Not Applicable

[]
Disease/Syndrome/Surgery Not Applicable
/Non-Drug Allergies/Drug Allergies:

[]
Start Date: Not Applicable

I
Ongoing: Not Applicable

Page 7 of 323
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/31/2020
2. | Weight: [78.5]
3. | Unit: kg
4. | Height: [174.0]
5. | Unit: cm
6. | Body Mass Index: [25.9]
Vital Signs Details
7a || Record Identifier: 1
Temperature: [36.9]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 8 of 323
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12315632
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 20:43

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date : Aug/31/2020
2. | Randomization Number: [247322]
3. | Randomization Group: [1
Page 9 of 323
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 12315632
Generated By: (b) (4)

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

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:

Aug/31/2020
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 ] [BP264N] ‘
5b || sample 1D [BP264P) |
5¢ || sample 1D [BP264R] |
5d ‘ Sample D ‘ [BNTWWS] ‘
Se ‘ Sample ID ’ [BNTWWT] ‘
5f ‘ Sample ID ‘ [BNTWWV] ‘
Page 10 of 323
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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: 12315632

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 20:43

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/31/2020
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 [BP25RC]
Page 11 of 323
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/31/2020 16:26
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 12 of 323
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Reactogenicity Diary

1.

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

*** Confidential***

Page 13 of 323
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12315632

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 20:43

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Sep/19/2020
2. | Erroneous Visit
Page 14 of 323
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Header Text: C4591001

Visit: V2_VAX2 L Form: VITAL SIGNS- TEMP

Form Version: 15-Sep-2020 21:54 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

eCRF Audit Trail History

Vital Signs
1. |Date: Sep/19/2020
Vital Signs Details
2 || Record Identifier: 1
Temperature: [36.5]
Unit: C
Temperature L ocation: ORAL CAVITY

Page 15 of 323
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Header Text: C4591001
Visit: V2_VAX2_L
Form Version: 22-Apr-2020 21:03

Site

No: 1231

Subject No: 12315632

Gen

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 20:43

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/19/2020
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 [BPWF1M]
Page 16 of 323
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Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12315632
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 20:43

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/19/2020 14:50
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 17 of 323
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Header Text: C4591001

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

Subject No: 12315632
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 20:43

Form Comments
eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Dec/29/2020 Comments
2. | Erroneous Visit Comments
Page 18 of 323
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Header Text: C4591001

Visit: V3_MONTH1 _POSTVAX2_ L
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12315632
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status. Data Complete, Locked, Frozen, Verified

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:43

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE Comments
2. | Sample Type SERUM Comments
3. | Sample Collected? NO Comments
4. | If no sample was collected or sample | [Sampleis captured in the convalescent visit wich was carried out the same | Comments

was not collected according to
protocol, please provide reason:

day]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

*** Confidential***

Page 19 of 323
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Header Text: C4591001

Visit: V4_MONTH6_L

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

Subject No: 12315632
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 20:43

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

Page 20 of 323
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Header Text: C4591001

Visit: V4_MONTH6_L

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

Subject No: 12315632

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 20:43
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***

Page 21 of 323
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Header Text: C4591001

Visit: V5_MONTH12_L

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

Subject No: 12315632
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 20:43

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

Page 22 of 323
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Header Text: C4591001

Visit: V5_MONTH12 L

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

Subject No: 12315632

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 20:43
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: 12315632
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 20:43

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

Page 24 of 323
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Header Text: C4591001

Visit: V6_MONTH24 L

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

Subject No: 12315632

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 20:43
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: POT_COVID_ILL 1 - Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET

Oct/20/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/20/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: COVID_A
Page 26 of 323
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Oct/20/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
eCRF Audit Trail History
Signs and Symptoms
1. | Date of Assessment: Oct/20/2020
2. | Date of First Symptom Started: Oct/17/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/7/2020
Symptoms
42|/ symptoms: FEVER
Was symptom present? YES
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES
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? NO
4h 1| symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
Page 27 of 323
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Header Text: C4591001

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

Oct/20/2020
Form Version: 10-Oct-2020 16:02
SiteNo: 1231

Subject No: 12315632
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 20:43

5. Symptoms - Other Text:

Page 28 of 323

*** Confidential***
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SiteNo: 1231

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

Subject No: 12315632

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 20:43
Date of Co . Specimen Collect _— . Form Instan
# llection Specimen Type ion L ocation Assay Code and Description Device Type ce
1. | Oct/19/202 | RESPIRATORY S | NASOPHARYNX | SEVERE ACUTE RESP SYNDR | SARS-COV-2 DIAG Repeating
0 ECRETIONS OME CORONAVIRUS 2 NOSTIC TEST Pages
2. | Oct/20/202 | SWABBED MATE | NASOPHARYNX | SEVERE ACUTE RESP SYNDR | SARS-COV-2 DIAG Repeating
0 RIAL OME CORONAVIRUS 2 NOSTIC TEST Pages
3. | Oct/28/202 | SWABBED MATE | NASOPHARYNX | SEVERE ACUTE RESP SYNDR | SARS-COV-2DIAG | Repeating
0 RIAL OME CORONAVIRUS 2 NOSTIC TEST Pages
4. | Nov/30/20 | SWABBED MATE | NASOPHARYNX | SEVERE ACUTE RESP SYNDR | SARS-COV-2DIAG | Repesting
20 RIAL OME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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 20:43

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Oct/19/2020

2. | Specimen Type: RESPIRATORY SECRETIONS
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 Comments
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [1
9. | Trade Name Other, Specify: [NALT Unknown]
Page 30 of 323
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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 20:43

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Oct/20/2020
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 31 of 323
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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 20:43

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Oct/28/2020
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 32 of 323
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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 20:43

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Nov/30/2020
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: [Unknown]
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Oct/20/2020

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

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Electronic Sample Tracking

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

Please enter barcode for each aliquot.

5.

Sample ID

Page 34 of 323
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Oct/20/2020

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

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/20/2020
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 [BPT7WN]
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020
Form Version: 10-Oct-2020 15:59
SiteNo: 1231

Subject No: 12315632
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

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 20:43

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: NO
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: YES
Number of Visits or Contacts:
(1]

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

[home emergency service]

Health Care Utilization

3.

Has the subject been hospitalized due

to potential COVID-19 illness?

YES

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

Page 36 of 323
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12315632

Form: HOSPITALIZATION DETAILS

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

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance
1. | HOSPITALIZATION STATUS HOSPITAL Oct/18/2020 NO Repeating Pages
Discharge Date:
Oct/20/2020
2. | HOSPITALIZATION STATUS HOSPITAL Nov/18/2020 NO Repeating Pages
Discharge Date:
Dec/5/2020
Page 37 of 323
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

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 20:43

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/18/2020
4. | Ongoing? NO
Discharge Date:
Oct/20/2020
Page 38 of 323
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

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 20:43

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: HOSPITAL
3. | Admission Date: Nov/18/2020
4. | Ongoing? NO
Discharge Date:
Dec/5/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12315632
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 20:43

# | 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 1 - Unscheduled Visit on
Oct/20/2020

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

Subject No: 12315632
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 20:43

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 Visit on
Oct/20/2020

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

Subject No: 12315632
Generated By: (b) (4)

Form: ILLNESS DETAILS

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 20:43

eCRF Audit Trail History

IlIness Details
1. | Category of Clinica Event: POTENTIAL COVID-19 ILLNESS
2. | Wasadiagnosis obtained for Potentia | YES
COVID-19 llIness? Respiratory Iliness Diagnosis:
[Pericarditis]

Date of Diagnosis:
Nov/24/2020

3. | Toxicity Grade: 4

Page 42 of 323
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12315632
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 20:43

# | 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/20/2020

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

Subject No: 12315632
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 20:43

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 1

SiteNo: 1231

Subject No: 12315632

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: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Category for Collecti | Specim Form Instan
# Lab Test Vendor Name on Date: | en Type Lab Result ce
1. | CLINICAL C | Ramos MegjiaHospital. General | Dec/5/20 | BLOOD Sponsor -Defi Repeating
HEMISTRY | Urquiza 609, Buenos Airescity | 20 ned | dentifie Test: Res Pages
; ' ult:
329 C Reactive Protel |33
n_PX329
30 Alanine Aminotr |24
ansferase_PX30
28 Aspartate Aminot | 17
ransferase PX28
35 Alkaline Phospha | 92
tase PX35
21 Bilirubin_PX21 (0.31
a7 Blood Urea Nitro |42.3
gen_PX47 6
48 Creatinine_PX48 [0.73

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Dec-2020 02:24
Site No: 1231

Subject No: 12315632

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 20:43
Category for Collecti | Specim Form Instan
# Lab Test Vendor Name on Date: | en Type Lab Result ce
2. | CLINICAL C | Ramos MejiaHospital. General | Dec/2/20 | BLOOD Sponsor -Defi Repeating
HEMISTRY | Urquiza 609, Buenos Airescity | 20 ned Identifie Test: Res Pages
; ' ult:
329 C Reactive Protei |33
n_PX329
30 Alanine Aminotr |12
ansferase PX30
28 Aspartate Aminot | 17
ransferase_PX28
35 Alkaline Phospha | 107
tase PX35
21 Bilirubin_PX21 [0.46
47 Blood UreaNitro ([ ]
gen_PX47
48 Creatinine_PX48 |0.67
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Header Text: C4591001

Oct/20/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12315632
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

*** Confidential***

1. | Lab Pand: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Ramos Megjia Hospital. General Urquiza 609, Buenos Aires city]
3. | Coallection Date: Dec/5/2020
4. | Specimen Type: BLOOD
Lab Result
Sa || sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [33]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
mg/L
5b Sponsor ID: [30]
Test: Alanine Aminotransferase_PX30
Result: [24]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
u/L
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Header Text: C4591001

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

Oct/20/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12315632

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
5 || sponsor ID: [28]
Test: Aspartate Aminotransferase PX28
Result: [17]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
U/L
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [92]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
U/L
5 || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.31]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
mg/dL
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Oct/20/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
S5f Sponsor ID: [47]
Test: Blood Urea Nitrogen PX47
Result: [42.36]
Not Done;
LNMT Low
[UNK]
High
[UNK]
Unit
mg/dL
59 || sponsor ID: [48]
Test: Creatinine_PX48
Result: [0.73]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020
Form Version: 10-Dec-2020 02:24
Site No: 1231

Subject No: 12315632
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 20:43

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. | Lab Pandl: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Ramos Mejia Hospital. General Urquiza 609, Buenos Aires city]
3. | Collection Date: Dec/2/2020
4. | Specimen Type: BLOOD
Lab Result
Sa || sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [33]
Not Done:
LNMT Low
(0]
High
[7.00]
Unit
mg/L
5b Sponsor ID: [30]
Test: Alanine Aminotransferase PX30
Result: [12]
Not Done;
LNMT Low
(0]
High
[41]
Unit
uU/L
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Oct/20/2020
Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
5 || sponsor ID: [28]
Test: Aspartate Aminotransferase PX28
Result: [17]
Not Done;
LNMT Low
(0]
High
[40]
Unit
uU/L
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [107]
Not Done:
LNMT Low
[40]
High
[130]
Unit
uU/L
5 || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.46]
Not Done:
LNMT Low
(0]
High
[1.20]
Unit
mg/dL
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:24
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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 20:43
S5f Sponsor ID: [47]
Test: Blood Urea Nitrogen PX47
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5.9 || sponsor ID: [48]
Test: Creatinine_PX48
Result: [0.67]
Not Done:
LNMT Low
[0.70]
High
[1.20]
Unit
mg/dL
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology
Form Version: 21-Aug-2020 02:51
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Category fo Collectio | Specime Form Instan
# ' Lab Test Vendor Name (DERIVED) nDate: | nType Lab Result ce
1. |HEMATOL |RamosMejiaHospital. General U | Dec/5/20 | BLOOD Sponsor -Defin Result Repeating
OoGY rquiza 609. Buenos Aires city. 20 ed | dentifier Test: . Pages
1 Hemoglobi |13
n_PX1
2 Hematocrit |40
_PX2
3 Erythrocyte ([ ]
s PX3
5 Platelets P | 47700
X5 0000
7 Leukocytes |56000
_PX7 00
608 Neutrophils |[ ]
_PX608
609 Eosinophils ([ ]
_PX609
612 Monocytes |([]
_PX612
610 Basophils_ |[]
PX610
611 Lymphocyt |([]
es PX611
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12315632

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 20:43
Category fo Collectio | Specime Form Instan
# r Lab Test Vendor Name (DERIVED) n Date: n Type Lab Result ce
2. |HEMATOL | Ramos MejiaHospital. General Ur | Dec/2/20 | BLOOD Sponsor-Defin Res Repeating
oGY quiza 609, Buenos Aires city 20 ed Identifier Test: ult: Pages
1 Hemoglobin | 12.7
_PX1
2 Hematocrit_ | 38.4
PX2
3 Erythrocyte |4.41
s PX3
5 Platelets P | 370
X5
7 Leukocytes |11.4
_PX7 6
608 Neutrophils |3.78
_PX608
609 Eosinophils |0.14
_PX609
612 Monocytes |0.95
PX612
610 Basophils P |0.04
X610
611 Lymphocyte | 2.02
s PX611
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/20/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
eCRF Audit Trail History
Form Audit Trail
Laboratory Data Hematology
1. | Lab Pand: HEMATOLOGY
2. | Laboratory Name and Address [Ramos Megjia Hospital. General Urquiza 609. Buenos Aires city.]
3. | Coallection Date: Dec/5/2020
4. | Specimen Type: BLOOD
Lab Result
Sa || sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [23]
Not Done:
LNMT Low
[unk]
High
[unk]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX2
Result: [40]
Not Done:
LNMT Low
[unk]
High
[unk]
Unit
%
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Header Text: C4591001

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

Oct/20/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12315632

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
5 || sponsor ID: [3]
Test: Erythrocytes PX3
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [477000000]
Not Done:
LNMT Low
[unk]
High
[unk]
Unit
fuL
5€ || sponsor ID: [7]
Test: Leukocytes PX7
Result: [5600000]
Not Done:
LNMT Low
[unk]
High
[unk]
Unit
fuL
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/20/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
S5f Sponsor ID: [608]
Test: Neutrophils_PX608
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[1
Unit
5.9 || sponsor ID: [609]
Test: Eosinophils_PX609
Result: [1
Not Done: NOT DONE
LNMT Low
[1
High
[1
Unit
5h Sponsor 1D: [612]
Test: Monocytes PX612
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5111 sponsor 1D: [610]
Test: Basophils_PX610
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

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

Oct/20/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12315632

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
5J || sponsor ID: [611]
Test: Lymphocytes PX611
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

Oct/20/2020
Form Version: 10-Dec-2020 02:28
Site No: 1231

Subject No: 12315632
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:43

Back to Form
eCRF Audit Trail History
Form Audit Trail

*** Confidential***

Laboratory Data Hematology
1. | Lab Pandl: HEMATOLOGY
2. | Laboratory Name and Address [Ramos Mejia Hospital. General Urquiza 609, Buenos Aires city]
3. | Collection Date: Dec/2/2020
4. | Specimen Type: BLOOD
Lab Result
Sa || sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [12.7]
Not Done:
LNMT Low
[13.70]
High
[17.50]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX2
Result: [38.4]
Not Done;
LNMT Low
[40.1]
High
[51.0]
Unit
%
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Header Text: C4591001

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

Oct/20/2020
Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
5 || sponsor ID: [3]
Test: Erythrocytes PX3
Result: [4.41]
Not Done:
LNMT Low
[4.63]
High
[6.08]
Unit
10M2/L
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [370]
Not Done:
LNMT Low
[163]
High
[337]
Unit
10M9/L
5 || sponsor ID: (7]
Test: Leukocytes PX7
Result: [11.46]
Not Done:
LNMT Low
[4.23]
High
[9.07]
Unit
10M9/L
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/20/2020
Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
5t || sponsor 1D: [608]
Test: Neutrophils_PX608
Result: [3.78]
Not Done;
LNMT Low
[1.78]
High
[5.38]
Unit
10M9/L
59 || sponsor ID: [609]
Test: Eosinophils_PX609
Result: [0.14]
Not Done:
LNMT Low
[0.04]
High
[0.54]
Unit
10M9/L
5h || sponsor 1D: [612]
Test: Monocytes PX612
Result: [0.95]
Not Done:
LNMT Low
(03]
High
[0.82]
Unit
10M9/L
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Header Text: C4591001

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

Oct/20/2020
Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
5i || sponsor ID: [610]
Test: Basophils_PX610
Result: [0.04]
Not Done:
LNMT Low
[0.01]
High
[0.08]
Unit
10M9/L
5J || sponsor ID: [611]
Test: Lymphocytes PX611
Result: [2.02]
Not Done:
LNMT Low
[1.27]
High
[347]
Unit
10M9/L
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Header Text: C4591001
Visit: POT_COVID_ILL 1

SiteNo: 1231

Subject No: 12315632

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 20:43
# 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 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12315632
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 20:43

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;

Page 64 of 323
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Header Text: C4591001
Visit: POT_COVID_ILL 1

SiteNo: 1231

Subject No: 12315632

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 20:43
# 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 1 - Unscheduled Visit on
Oct/20/2020

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

Subject No: 12315632
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 20:43

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 1

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

Subject No: 12315632
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 20:43

# 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 1 - Unscheduled Visit on
Oct/20/2020

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

Subject No: 12315632
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 20:43

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 1

SiteNo: 1231

Subject No: 12315632

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 20:43
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 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Oct/20/2020

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

Subject No: 12315632
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 20:43

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?
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SiteNo: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53

Subject No: 12315632

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 20:43
4 Dateof A | Location of A | Imaging Overall A ent Form Instan
ssessment ssessment Method ce
1. | Unknown | CHEST CT SCA |ABNORMAL Repeating
N If abnormal, specify findings: Pages
Basal fibrosis tracts with small left consolidation. The radiografy stud
y isreferred by the volunteer. The result of the epicrisis does not appe
a.
2. | Unknown | CHEST X-RAY UNKNOWN Repeating
Pages
3. | Dec/2/202 | CHEST CT SCA |ABNORMAL Repeating
0 N If abnormal, specify findings: Pages
Moderate pericardial effusion and left pleural effusion associated with
atelectasis of the underlying segments
4. | Nov/24/20 | OTHER ULTRAS | ABNORMAL Repeating
20 If other, spec | OUND If abnormal, specify findings: Pages
ify:
Thickening of the parietal pericardium and occupation of the pericard
Heart ial space with a structure of heterogeneous density

*** Confidential***
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: IMAGING

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 20:43

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging
1. | Date of Assessment: Unknown Comments
1
2. | Location of Assessment: CHEST
3. | Type of Imaging Exam: CT SCAN
4. | Assessment: ABNORMAL
If abnormal, specify findings:
[Basal fibrosis tracts with small |eft consolidation.The radiografy study
isreferred by the volunteer. The result of the epicrisis does not appear.]

Page 72 of 323
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING
Oct/20/2020
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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
eCRF Audit Trail History
Form Audit Trail
Imaging
1. | Date of Assessment: Unknown Comments
1
2. | Location of Assessment: CHEST
3. | Type of Imaging Exam: X-RAY
4. | Assessment: UNKNOWN
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: IMAGING

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 20:43

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Dec/2/2020

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: CT SCAN

4. | Assessment: ABNORMAL
If abnormal, specify findings:
[Moderate pericardia effusion and left pleural effusion associated with atelectasis of
the underlying segments]
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING
Oct/20/2020
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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
eCRF Audit Trail History
Form Audit Trail
Imaging
1. | Date of Assessment: Nov/24/2020
2. | Location of Assessment: OTHER
If other, specify:
[Heart]
3. | Type of Imaging Exam: ULTRASOUND
4. | Assessment: ABNORMAL
If abnormal, specify findings:
[Thickening of the parietal pericardium and occupation of the pericardial space with a
structure of heterogeneous density]
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Header Text: C4591001

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

on Dec/29/2020
Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/29/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_Al
Page 76 of 323
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
on Dec/29/2020

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

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/29/2020
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 ID ’ [BPTBR2]
5b ‘SampIeID ’[BR\/NND]
5¢ ‘SampIeID ‘[BRVNNF]
5d | sample D [BRVNLY]
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12315632

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 20:43

Date of Visit

1.

Date of Visit

I

2.

Erroneous Visit
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Header Text: C4591001

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

Site No: 1231

Subject No: 12315632
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 20:43

Unplanned Assessments

1. | Assessments

*** Confidential***
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29
Site No: 1231

Subject No: 12315632
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 20:43

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation | Dec/29/2020
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: C4591001

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

Subject No: 12315632
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 20:43

Disposition - Follow-Up

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

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [

*** 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

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1231) Hospital Militar Central
Argerich

Cirujano Mayor Dr. Cosme

Subject No: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Date of Visit

1. | Dateof Visit I

2. | Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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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: 12315632

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

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 20:43
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***

Page 83 of 323

FDA-CBER-2021-5683-0891102




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

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

SiteNo: 1231

Subject No: 12315632

Generated By:

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 20:43

Date of Visit

1.

Date of Visit

I

2.

Erroneous Visit
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Header Text: C4591001

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

Site No: 1231

Subject No: 12315632
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 20:43

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature L ocation:

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled

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

Subject No: 12315632
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 20:43

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: 12315632
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 20:43

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12315632
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 20:43

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: 12315632
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 20:43

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: 12315632
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 20:43

Informed Consent - Asymptomatic Surveillance

1. | Consent Was.
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Header Text: C4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12315632

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 20:43
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: 12315632

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 20:43
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: 12315632
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 20:43

Date of Visit

1.

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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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: 12315632
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 20:43

Further Vaccination Confirmation

1. | Select appropriate response - Is
participant willing to return for
Vaccination 3?
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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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
# Category AE !dentl Adverse Event Start Date IstheAdversg Event Still | Form Instanc
fier Ongoing e

1. DELETED | ADVERSEEV |1 Potential COVID-19ill | Oct/17/20200 | YES Repeating
ENT nes 9:00 Pages

2. ADVERSEEV |2 Gastroesophagesl reflu | Oct/30/2020 0 | NO Repeating
ENT X disease 8:00 End Date Time: Pages

Dec/11/2020 18:39

3. ADVERSEEV |3 Pericarditis Oct/17/20200 | YES Repeating

ENT 9:00 Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12315632

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

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

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Potentia COVID-19 iHnes]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oet1#2020-09:00
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 4
7. |Isthe adverse event serious? YES
If Yes, NOTIFY PFIZER
IMMEDIATELY.
L th . " hs
Fatal; Life-threatening; I npatient NO
hospitalization or prolongation of
existing hospitalization; Persistent or Did-thisserious-event require-orprolong-hospitalization?
significant disability/incapacity; YES ’
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: | NOFRELATED
: I o) thi . :
OFHER
[unknown]
10. | Latest Action Taken with Study NOT-APRLICABLE
Treatment:
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12315632
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

*** THISREPEATING FORM HASBEEN DELETED ***

11. | Was a Concomitant Medication given?

¥ES

12. | Was aNon-Drug Treatment given?

NO

13. | What was the outcome of this adverse

*** Confidential***

event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For [2620405021]
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: 12315632

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 20:43

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Gastroesophageal reflux disease]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/30/2020 08:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Dec/11/2020 18:39
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:
[Unknown]
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: 12315632
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 20:43

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: 12315632
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 20:43

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Pericarditis]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/17/2020 09:00
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 2
7. |Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
e_><|s§| g hospltal!z_atl on, Pers_ustent or Did this serious event require or prolong hospitalization?
significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may id thi . It . sanifi disability/i oo
jeopardize subject and may require Did this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes).
Is this serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthisadverse event theresult 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:
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12315632

Form: ADVERSE EVENT REPORT

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? YES

13. | What was the outcome of this adverse

NOT RECOVERED/NOT RESOLVED

*** Confidential***

event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For [2020480698]
Pfizer Use Only
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Header Text: C4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54

SiteNo: 1231

Subject No: 12315632

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 20:43
Categor | Medication Err | Start Dat | Isthe medication error Still Ong | Study Medication ErrorsAct
# . : Form Instance
y or e oing ion
1. Repeating
Pages

Page 102 of 323

*** Confidential***
FDA-CBER-2021-5683-0891121




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12315632
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 20:43

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: 12315632

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 20:43
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
Page 104 of 323

*** Confidential***

FDA-CBER-2021-5683-0891123




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12315632
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 20:43

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

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12315632

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 20:43
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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
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?

*** Confidential***
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Header Text: C4591001

Visit: Logs

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

Subject No: 12315632
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 20:43

# | 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: 12315632
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 20:43

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?

*** Confidential***
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Header Text: C4591001

Visit: Logs

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

Subject No: 12315632

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 20:43
# 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: 12315632
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 20:43

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

I

*** Confidential***
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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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Date of Visit
1. | Dateof Visit I

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: 12315632
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 20:43

Booster Dose Trigger Form

1.

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

*** Confidential***
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Header Text: C4591001

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

Subject No: 12315632
Generated By: (b) (4)

Form: TREATMENT UNBLINDED
Form Status: Not Started

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

Treatment Unblinded

1.

Date Treatment Unblinded :

I

2.

Primary Reason for Unblinding:
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Header Text: C4591001
Visit: Disposition - Unscheduled

SiteNo: 1231

Subject No: 12315632
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 20:43

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

I

*** Confidential***
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Header Text: C4591001

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

Subject No: 12315632

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 20:43
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: 12315632
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 20:43

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Dec/29/2020
Page 117 of 323

FDA-CBER-2021-5683-0891136




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

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

Subject No: 12315632
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 20:43

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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
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-24-2021 17:01:57 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:

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

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

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

Visit: V1_DAY1 VAX1 L

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

Subject No: 12315632
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 20:43

Back to Form

Item | Date

User Comment

Form | Aug-31-2020 17:43:57 (UTC-03:00) City of Buenos | (b) (4), (b) (6) Not Applicable

Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 12315632
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

Item | Date

User Comment

Aires

Form | Aug-31-2020 17:44:18 (UTC-03:00) City of Buenos | (b) (4), (b) (6) Not Applicable

*** Confidential***
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12315632
Generated By: (b) (4)

Form: DATE OF VISIT - 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 20:43

Back to Form

Item | Date

User Comment

Form | Dec-30-2020 12:36:33 (UTC-03:00) City of Buenos | (b) (4). (b) (6)

Aires

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

Form | Dec-21-2020 13:56:49 (UTC-03:00) City of Buenos || (b) (4), (b) (6) Not Applicable

Aires

(b) (4), (b) (6)
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12315632
Generated By: (b) (4)

Form: DATE OF VISIT - 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 20:43

Back to Form

Item |Date User Comment

1 Dec-30-2020 12:36:33 (UTC-03:00) City of Buenos |(b) (4). (b) (6)
Aires (b) (4), (b) (6)

1 Dec-21-2020 13:56:49 (UTC-03:00) City of Buenos | (b) (4), (b) (6) Not Applicable
Aires (b) (4). (b) (6)

*** Confidential***

Page 123 of 323

FDA-CBER-2021-5683-0891142




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12315632
Generated By: (b) (4)

Form: DATE OF VISIT - 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 20:43

Back to Form

Item |Date User Comment

2 Dec-30-2020 12:36:33 (UTC-03:00) City of Buenos |(b) (4). (b) (6)
Aires (b) (4), (b) (6)

2 Dec-21-2020 13:56:49 (UTC-03:00) City of Buenos | (b) (4), (b) (6) Not Applicable
Aires (b) (4). (b) (6)
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Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2 L

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

Subject No: 12315632
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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 20:43

Back to Form

Item | Date

User Comment

Aires

Form | Dec-30-2020 12:37:21 (UTC-03:00) City of Buenos |(b) (4), (b) (6)

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

Aires

Form | Dec-21-2020 13:57:06 (UTC-03:00) City of Buenos | (b) (4), (b) (6) Not Applicable

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

*** Confidential***
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Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2 L

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

Subject No: 12315632
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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 20:43

Back to Form

Item | Date User Comment

1 Dec-30-2020 12:37:21 (UTC-03:00) City of Buenos |(b) (4). (b) (6)
Aires (b) (4), (b) (6)

1 Dec-21-2020 13:57:06 (UTC-03:00) City of Buenos | (b) (4), (b) (6) Not Applicable
Aires (b) (4), (b) (6)
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Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2 L

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

Subject No: 12315632
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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 20:43

Back to Form

Item | Date User Comment

2 Dec-30-2020 12:37:21 (UTC-03:00) City of Buenos |(b) (4). (b) (6)
Aires (b) (4), (b) (6)

2 Dec-21-2020 13:57:06 (UTC-03:00) City of Buenos | (b) (4), (b) (6) Not Applicable
Aires (b) (4), (b) (6)

*** Confidential***
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Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2 L

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

Subject No: 12315632
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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 20:43

Back to Form

Item |Date User Comment

3 Dec-30-2020 12:37:21 (UTC-03:00) City of Buenos |(b) (4). (b) (6)
Aires (b) (4), (b) (6)

3 Dec-21-2020 13:57:06 (UTC-03:00) City of Buenos | (b) (4), (b) (6) Not Applicable
Aires (b) (4), (b) (6)

Page 128 of 323

*** Confidential***
FDA-CBER-2021-5683-0891147




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Subject No: 12315632
Generated By:

Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2 L

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

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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 20:43

Back to Form

Item | Date User Comment

4 Dec-30-2020 12:37:21 (UTC-03:00) City of Buenos |(b) (4). (b) (6)
Aires (b) (4), (b) (6)

4 Dec-21-2020 13:57:06 (UTC-03:00) City of Buenos | (b) (4), (b) (6) Not Applicable
Aires (b) (4), (b) (6)

*** Confidential***
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Header Text: C4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

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

Subject No: 12315632
Generated By:

Argerich

(b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:43

Form: MICROBIOLOGY SPECIMEN - Comments

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

Back to Form

Item |Date User Comment
6 Oct-26-2020 11:01:36 (UTC-03:00) City of Buenos |Maria Beretta NALT Unknown
Aires (b) (4)
6 Oct-21-2020 15:29:56 (UTC-03:00) City of Buenos |/(b) (4), (b) (6) The commercia kit used in the first sampleis
Aires unknown
Unknown
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Generated By: (b) (4)

Header Text: C4591001

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: IMAGING - Comments
Oct/20/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231
Argerich
Subject No: 12315632 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

*** Confidential***

Item | Date User Comment
1 Oct-21-2020 15:50:27 (UTC-03:00) City of Buenos |/(b) (4), (b) (6) unknown (not detailed in epicrisis)
Aires
Unknown
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Header Text: C4591001

Visit:

POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12315632
Generated By: (b) (4)

Form: IMAGING - 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 20:43

Back to Form

Item | Date User Comment
1 Oct-26-2020 10:58:39 (UTC-03:00) City of Buenos |MariaBeretta Unknown
Aires (b) (4)
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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: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

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-24-2021 17:01:57 (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 Mar-23-2021 17:46:30 (UTC-03:00) City of Edit - All
(b) (6) Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-19-2021 14:28:08 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

Adolfo Gonzalez | N/A Mar-18-2021 15:49:40 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-11-2021 15:11:19 (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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

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 Mar-10-2021 16:38:46 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-18-2021 01:26:52 (UTC-03:00) City of Buenos | BOOK Signed

Aires

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

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

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

(b) (6) N/A Nov-29-2020 18:41:27 (UTC-03:00) City of Edit - All
(b) (6) Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-27-2020 07:35:00 (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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
(b) (6) N/A Nov-26-2020 18:15:17 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-06-2020 15:08:55 (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.

(b) (6) N/A Nov-05-2020 06:58:41 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-04-2020 19:02:39 (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 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.

Adolfo Gonzalez | N/A Nov-04-2020 17:16:12 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-03-2020 16:42:55 (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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

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-03-2020 09:33:25 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A

Fernando Polack | Approved Oct-30-2020 15:18:02 (UTC-03:00) City of Buenos | BOOK

Aires

Signed

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 Oct-30-2020 11:44:14 (UTC-03:00) City of Buenos Edit - All
Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-27-2020 18:54:18 (UTC-03:00) City of Buenos | BOOK Signed

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: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Julieta Gelardi N/A Oct-27-2020 16:32:36 (UTC-03:00) City of Buenos Edit - All
Aires signatures

invalidated
Affidavit:
N/A

Fernando Polack | Approved Oct-27-2020 10:39:16 (UTC-03:00) City of Buenos | BOOK

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 Oct-26-2020 10:16:17 (UTC-03:00) City of Buenos Edit - All
Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-23-2020 20:06:14 (UTC-03:00) City of Buenos | BOOK Signed

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 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.
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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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
‘ 1. Select appropriate response - Protocol version
| Date L ocation User Value Reason
Aug-31-2020 17:43:08 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 24 JUL 2020
Buenos Aires

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

‘ Date L ocation User Value Reason
Aug-31-2020 17:43:08 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) STAGE 3 COHORTS
Buenos Aires

Page 138 of 323

*** Confidential***
FDA-CBER-2021-5683-0891157




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

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

Subject No: 12315632
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 20:43

Back to Form

| 1. Consent Was:

‘ Date L ocation User Value Reason
Aug-31-2020 17:43:29 ACVOPFEINFPG000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OBTAINED
Buenos Aires Date Written Consent Obtained

Aug/31/2020
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Header Text: C4591001

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

Subject No: 12315632
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 20:43

Back to Form

| 1. Subject ID

‘ Date L ocation ’ User | Value Reason
Aug-31-2020 16:04:24 ACVOPFEINFP6000 | autocalc Data Entry: Item copied from
(UTC-03:00) City of Buenos (autocalc) | 12315632 previous form
Aires

| 2. Birth Date:

| Date L ocation | User |Value Reason
Aug-31-2020 16:04:17 ACVOPFEINFPE000 | auto calc Data Entry: Enrollment Entry
(UTC-03:00) City of Buenos (autocalc) |(b) (6) /1954
Aires

|3 sex:

| Date L ocation User Value Reason
Aug-31-2020 17:43:43 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) MALE
Buenos Aires

| 4. Ethnicity:

‘ Date L ocation User Value Reason
Aug-31-2020 17:43:43 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) HISPANIC OR LATINO(A) OR OF S
Buenos Aires PANISH ORIGIN

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

| Date L ocation User Value Reason
Aug-31-2020 17:43:43 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) WHITE
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 12315632
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 20:43

Back to Form

‘ 1. Date of Visit
| Date L ocation User Value Reason
Aug-31-2020 17:43:50 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/31/2020
Buenos Aires

*** 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: 12315632
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 20:43

Back to Form

| 1. Date of Completion/Discontinuation/Death

‘ Date L ocation User Value Reason
Aug-31-2020 17:44:08 ACVOPFEINFPG000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/31/2020
Buenos Aires

| 2. Phase of Disposition:

| Date L ocation |User |Value Reason
Aug-31-2020 17:44:08 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SCREENING
Aires

‘ 3. Status:

| Date L ocation User Value Reason
Aug-31-2020 17:44:08 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: V1_DAY1 VAX1 L

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

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

090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Subject No: 12315632

Generated By: (b) (4)

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Date:

‘ Date L ocation User Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFPG000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/31/2020
Buenos Aires

| 2. Weight:

| Date L ocation User Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 78.5
Buenos Aires

‘ 3. Unit:

| Date L ocation User Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) kg
Buenos Aires

| 4. Height:

‘ Date L ocation User Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 174.0
Buenos Aires

| 5. Unit:
| Date L ocation User Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) cm
Buenos Aires
| 6. Body Mass | ndex:
| Date L ocation | User | Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |[25.9
Aires
| 7.a
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

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

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 No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Date L ocation User Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record Identifier:: 1
Buenos Aires Temperature: 36.9

TemperatureUnit: C
TemperatureLocati ORAL CAVI

on:: TY

‘ 7.a Record | dentifier:

| Date L ocation User Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) 1
Buenos Aires

| 7.a Temperature:

‘ Date L ocation User Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) 36.9
Buenos Aires

| 7.aUnit:

| Date L ocation User Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) C
Buenos Aires

‘ 7.a Temperature Location:

| Date L ocation User Value Reason
Aug-31-2020 17:44:45 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ORAL CAVITY
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12315632
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 20:43

Back to Form

| 1. Randomization Date :

‘ Date L ocation User Value Reason
Aug-31-2020 17:44:59 ACVOPFEINFPG000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/31/2020
Buenos Aires

| 2. Randomization Number:

| Date L ocation User Value Reason
Aug-31-2020 17:44:59 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 247322
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12315632
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 20:43

Back to Form

‘ 1. Data Origin
|Date L ocation |User |Value Reason
Aug-31-2020 17:45:05 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-31-2020 17:45:05 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
Sep-01-2020 12:22:28 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-01-2020 04:47:30 ACVOPFEINFP6000 ((b) (4), (b) (6) |Query 1: Opened '‘Sample Collected? is
(UTC-03:00) City of (b) (4), (b) (6) Yes, however no
Buenos Aires barcodes are entered.

Please review and
correct as appropriate.

Aug-31-2020 17:45:05 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.
Aug-31-2020 17:45:05 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Aug/31/2020
| 5a
‘ Date L ocation User Value Reason
Sep-01-2020 12:22:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BP264N
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12315632

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 20:43

| 5.a Sample D

| Date L ocation User Value Reason
Sep-01-2020 12:22:28 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BP264N
Buenos Aires

‘ 5b

| Date L ocation User Value Reason
Sep-01-2020 12:22:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BP264P
Buenos Aires

| 5.b Sample D

‘ Date L ocation User Value Reason
Sep-01-2020 12:22:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BP264P
Buenos Aires

[5c

| Date L ocation User Value Reason
Sep-01-2020 12:22:46 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BP264R
Buenos Aires

| 5.c Sample|ID

| Date L ocation User Value Reason
Sep-01-2020 12:22:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BP264R
Buenos Aires

| 5.d

| Date L ocation User Value Reason
Sep-01-2020 13:02:14 ACVOPFEINFP6000 |Mariadel Data Entry: Initia Entry
(UTC-03:00) City of Pilar Pereyra | Sample ID: BNTWWS
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: 12315632

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 20:43

| 5.d Sample 1D

| Date L ocation User Value Reason
Sep-01-2020 13:02:14 ACVOPFEINFP6000 |Mariadel Data Entry: Initia Entry
(UTC-03:00) City of Pilar Pereyra | BNTWWS
Buenos Aires (b) (4)

(¢

| Date L ocation User Value Reason
Sep-01-2020 13:02:35 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra | Sample |D: BNTWWT
Buenos Aires (b) (4)

| 5.e Sample |ID

‘ Date L ocation User Value Reason
Sep-01-2020 13:02:35 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra | BNTWWT
Buenos Aires (b) (4)

E

| Date L ocation User Value Reason
Sep-01-2020 13:02:49 ACVOPFEINFP6000 |Mariadel Data Entry: Initia Entry
(UTC-03:00) City of Pilar Pereyra | Sample ID: BNTWWV
Buenos Aires (b) (4)

| 5.f Sample ID

| Date L ocation User Value Reason
Sep-01-2020 13:02:49 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra | BNTWWV
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: 12315632

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
‘ 1. Data Origin
| Date L ocation | User | Value Reason
Aug-31-2020 17:45:12 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-31-2020 17:45:12 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
Sep-01-2020 12:31:35 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-01-2020 04:47:30 ACVOPFEINFP6000 ((b) (4), (b) (6) |Query 1: Opened '‘Sample Collected? is
(UTC-03:00) City of (b) (4), (b) (6) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Aug-31-2020 17:45:12 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.
Aug-31-2020 17:45:12 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Aug/31/2020
| 5a
‘ Date L ocation User Value Reason
Sep-01-2020 12:31:35 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) Sample | D: BP25RC
Buenos Aires
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090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.a Sample D
| Date L ocation User Value Reason
Sep-01-2020 12:31:35 ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-03:00) City of (b) (6) BP25RC
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12315632

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Wasthere a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Aug-31-2020 17:45:27 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) NO
Buenos Aires

| 2. Treatment Name

| Date L ocation | User | Value Reason
Aug-31-2020 17:45:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |BLINDED THERAPY
Aires

‘ 3. Formulation:

|Da1e L ocation |User |Value Reason
Aug-31-2020 17:45:27 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
Aug-31-2020 17:45:27 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/31/2020 16:26
Buenos Aires
| 5. Anatomical Location:
| Date L ocation | User | Value Reason
Aug-31-2020 17:45:27 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
Aug-31-2020 17:45:27 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) LEFT
Buenos Aires
| 7. Route:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12315632

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 20:43

‘Dale L ocation |User ‘Value Reason
Aug-31-2020 17:45:27 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |INTRAMUSCULAR
Aires

‘ 10. Timeframe Subject Was Observed

| Date L ocation | User | Value Reason
Aug-31-2020 17:45:27 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-31-2020 17:45:27
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPE000 |/ (b) (4),

User Value Reason
Data Entry: Initial Entry
(b) (6) YES
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Select appropriate response - Reactogenicity diary collection

‘ Date L ocation User Value Reason
Aug-31-2020 17:45:34 ACVOPFEINFPG000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO - REACTOGENICITY E-DIARY
Buenos 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
SiteNo: 1231

Subject No: 12315632
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 20:43

Back to Form

‘ 1. Date of Visit
| Date L ocation User Value Reason
Sep-19-2020 15:59:52 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/19/2020
Buenos Aires
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Header Text: C4591001

Visit: V2_VAX2 L Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Date:

‘ Date L ocation User Value Reason
Sep-19-2020 16:00:09 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/19/2020
Buenos Aires

| 2.a

| Date L ocation User Value Reason
Sep-19-2020 16:00:09 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) Record I dentifier:: 1
Buenos Aires

Temperature: 36.5
TemperatureUnit: C
Temperature Locati ORAL CAVI

on:: TY

‘ 2.a Record | dentifier:

| Date L ocation User Value Reason
Sep-19-2020 16:00:09 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires

| 2.a Temperature:

‘ Date L ocation User Value Reason
Sep-19-2020 16:00:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 36.5
Buenos Aires

‘ 2.a Unit:

| Date L ocation User Value Reason
Sep-19-2020 16:00:09 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) C
Buenos Aires

| 2.a Temperature Location:

‘Date |Location |User |Value ’Reason
Sep-19-2020 16:00:09 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ORAL CAVITY

Page 155 of 323

*** Confidential***
FDA-CBER-2021-5683-0891174
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Header Text: C4591001

Visit: V2 VAX2_ L

Form Version: 15-Sep-2020 21:54
Site No: 1231

Subject No: 12315632
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 20:43

Buenos Aires

(b) (4), (b) (6)
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090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

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

Subject No: 12315632

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 20:43

Back to Form

‘ 1. Data Origin
|Date L ocation |User |Value Reason
Sep-19-2020 16:00:18 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
| 2. Sample Type
‘ Date L ocation ’User |VaJue Reason
Sep-19-2020 16:00:18 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-21-2020 09:25:09 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-20-2020 03:04:58 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-19-2020 16:00:18 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-19-2020 16:00:18 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Sep/19/2020
| 5a
‘ Date L ocation User Value Reason
Sep-21-2020 09:25:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (0) (6) Sample | D: BPWFIM
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: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

| 5.a Sample D

| Date L ocation User Value Reason
Sep-21-2020 09:25:09 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPWF1M
Buenos Aires
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Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12315632

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Wasthere a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Sep-19-2020 16:00:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires

| 2. Treatment Name

| Date L ocation | User | Value Reason
Sep-19-2020 16:00:40 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-19-2020 16:00:40 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-19-2020 16:00:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/19/2020 14:50
Buenos Aires
| 5. Anatomical Location:
| Date L ocation | User | Value Reason
Sep-19-2020 16:00:40 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-19-2020 16:00:40 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) LEFT
Buenos Aires
| 7. Route:
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Header Text: C4591001

Visit: V2 VAX2_ L

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

Subject No: 12315632

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 20:43

‘ Date L ocation ’ User ’ Value Reason
Sep-19-2020 16:00:40 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-19-2020 16:00:40 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

Sep-19-2020 16:00:40
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4),

User Value Reason
Data Entry: Initial Entry
(b) (6) YES
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090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

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

Subject No: 12315632

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
| 1. Date of Visit
| Date L ocation User | Value | Reason
Jan-04-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | As per site confirmation -
01:57:47 2: Clo | updated PD tracker
(UTC-03:00) sed
City of
Buenos Aires
Dec-31-2020 | ACVOPFEINFP6000 Santiago Corradetti Query | DOV at V3isindeed out of
15:06:19 (b) (4 2: Ans [ window for 66 daysfrom V2,
(UTC-03:00) wered | dueto subject's
City of hospitalizations.
Buenos Aires
Dec-31-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | PDQ: Date of visit at
02:36:01 (b) (4) 2:0p |V3_MONTH1 POSTVAX2_ L
(UTC-03:00) ened |isout of window for 66 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)
Dec-30-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initia Entry
12:37:09 (b) (4), () (6) Entry
(UTC-03:00) X
City of Dec/2
Buenos Aires 9/202
0
Dec-30-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Data |Initia Entry
12:36:33 (b) (4), (b) (6) Entr
(UTC-03:00) :
City of
Buenos Aires
Dec-21-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Data |Initial Entry
13:56:49 (b) (4), (b) (6) Entr
(UTC-03:00) I
City of Not A
Buenos Aires pplica
ble
Nov-25-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | Response satisfies query
13:47:28 1: Clo
(UTC-03:00) sed
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090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
City of
Buenos Aires
Nov-25-2020 | ACVOPFEINFP6000 Maria Beretta Query | Subject continues participating
13:19:02 (b) (4) 1: Ans | inthe study but is actually
(UTC-03:00) wered | hospitalized due to respiratory
City of illness with no diagnosis.
Buenos Aires Thank you
Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | CLINQUERY: Please confirm
12:19:43 1: Op |if subject will complete Visit 3
(UTC-03:00) ened | after COVID infection
City of resolution; else update the
Buenos Aires EOT form as "no longer meets
digibility criteria’.
| 2. Erroneous Visit
‘ Date L ocation User Value Reason
Dec-30-2020 12:36:33 ACVOPFEINFP6000 |(b)(4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
Dec-21-2020 13:56:49 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
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090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

Visit: V3_ MONTHL_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12315632

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 20:43

Back to Form

‘ 1. Data Origin

| Date L ocation User Value Reason
Dec-30-2020 12:38:00 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) SITE
Buenos Aires
Dec-30-2020 12:37:21 ACVOPFEINFP6000 |(b) (4). (0) (6) |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
Dec-21-2020 13:57:06 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires

‘ 2. Sample Type

| Date L ocation User Value Reason
Dec-30-2020 12:38:00 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) SERUM
Buenos Aires
Dec-30-2020 12:37:21 ACVOPFEINFP6000 |(b) (4). (0) (6) |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
Dec-21-2020 13:57:06 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Dec-30-2020 12:38:00 ACVOPFEINFP6000 |(b)(4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of (b) @), (b) (6) |NO
Buenos Aires
Dec-30-2020 12:37:21 ACVOPFEINFP6000 |((b) (4). (0) (6) |DataEntry: Initia Entry
(UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
Dec-21-2020 13:57:06 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12315632

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 20:43
Date L ocation User Value Reason
Dec-30-2020 12:38:00 ACVOPFEINFP6000 |(b)(4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4), (b) (6) | Sampleis captured in the conval escent
Buenos Aires visit wich was carried out the same da

y
Dec-30-2020 12:37:21 ACVOPFEINFP6000 |(b)(4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
Dec-21-2020 13:57:06 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
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090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12315632

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - 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 20:43

Back to Form

‘ 1. Date of Visit

| Date L ocation User Value Reason

Oct-21-2020 15:33:41 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)

Aires

Oct-21-2020 15:27:55 ACVOPFEINFP6000 |autoquery |Query 2: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)

Aires

Oct-21-2020 15:25:45 ACVOPFEINFP6000 |auto query | Query 2: Candidate Date of Visitis
(UTC-03:00) City of Buenos (autoquery) completed but Date of
Aires Assessment in the

Signs and Symptoms

form is missing.
Please review and
update as appropriate.

Oct-21-2020 15:25:45
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFP6000

auto query | Query 1: Candidate
(autoquery)

Date of Visitis
completed but Date of
Collection in both
Nasal Swab Self and

Nasal Swab are
missing. Please review
and update as
appropriate.
Oct-21-2020 15:25:45 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/20/2020
Aires
|3.COVID-19 IlIness Visit:
| Date L ocation | User | Value Reason
Oct-21-2020 15:25:45 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) |[COVID_A
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 20:43

Back to Form

‘ 1. Date of Assessment:

| Date L ocation | User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFPGE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/20/2020
Aires

| 2. Date of First Symptom Started:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFPG000 |'(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/17/2020
Aires

| 3. Symptoms Ongoing?

| Date L ocation User Value Reason
Dec-11-2020 12:47:37 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of Buenos (Rae) NO
Aires Date of Last Symptom Resolved:

Dec/7/2020
Oct-21-2020 15:27:55 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires

[4a

| Date L ocation ’ User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFPG000 |'(b) (4), Data Entry: Initial Entry
Aires Symptom Present: YES

| 4.a Symptoms:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) FEVER
Aires

| 4.a Was symptom present?
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 20:43

| Date L ocation | User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires

| 4b

‘ Date L ocation User Value Reason
Nov-29-2020 18:41:27 ACVOPFEINFP6000 |/(b) (4), Data Entry: New Information
(UTC-03:00) City of (0) (6) Symptoms. NEW OR INCREAS
Buenos Aires ED COUGH

Symptom P YES

resent:
Oct-21-2020 15:27:55 ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Symptoms. NEW OR INCREAS
Buenos Aires ED COUGH

Symptom P NO

resent:

‘ 4.b Symptoms:

| Date L ocation | User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFP6000 |/(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
Nov-29-2020 18:41:27 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires
Oct-21-2020 15:27:55 ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires

| 4.c

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFPG6000 |'(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptom NEW OR INCREASED S
Aires s HORTNESS OF BREATH

Page 167 of 323

*** Confidential***

FDA-CBER-2021-5683-0891186




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

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

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

Subject No: 12315632

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 20:43
Symptom YES
Present:

| 4.c Symptoms:

‘Dale |Location ’User |VaJue ‘Reason
Oct-21-2020 15:27:55 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-21-2020 15:27:55 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires

‘ 4d

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
Aires Symptom Present: NO

| 4.d Symptoms:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:27:55 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-21-2020 15:27:55 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-21-2020 15:27:55 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms. NEW OR INCREASED
Aires MUSCLE PAIN
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Header Text: C4591001

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

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

Subject No: 12315632

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 20:43
Symptom P YES
resent:

| 4.e Symptoms:

‘Dale |Location ’User |VaJue ‘Reason
Oct-21-2020 15:27:55 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW OR INCREASED MUSCLE PAI
Aires N

| 4.e Was symptom present?

| Date L ocation | User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires

‘ 4f

| Date L ocation ’ User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (0) (6) Symptoms: NEW LOSS OF TASTE
Aires OR SMELL

Symptom P NO
resent:

| 4.f Symptoms:

‘ Date L ocation ’ User ’ Value Reason
Oct-21-2020 15:27:55 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-21-2020 15:27:55 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

| 4.9

‘ Date | L ocation ’ User | Value ‘ Reason

(b) ((‘é)) (®) | pata Entry: Initial Entry

Oct-21-2020 15:27:55 ‘ ACVOPFEINFPG000
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Header Text: C4591001

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

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

Subject No: 12315632

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 20:43
(UTC-03:00) City of Buenos () ((‘("5)) ®) | symptoms: NEW OR INCREASED
Aires SORE THROAT
Symptom P NO
resent:

| 4.9 Symptoms:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:27:55 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-21-2020 15:27:55 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

|ah

| Date L ocation | User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFPG000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms: DIARRHEA
Aires Symptom Present: NO

| 4.h Symptoms:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:27:55 ACVOPFEINFPG000 |/(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-21-2020 15:27:55 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

i

|Date |Locati0n |User |Value ’Reason

‘ Oct-21-2020 15:27:55 ‘ACVOPFEINFPSOOO ‘ (b) ((‘é))- (®) | pataEntry: Initial Entry
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Header Text: C4591001

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

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

Subject No: 12315632

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 20:43
(QTC-O3:OO) City of Buenos ®) (é;)) (b) Symptoms: VOMITING
Aires Symptom Present: NO

‘ 4.i Symptoms:

| Date L ocation | User | Value Reason
Oct-21-2020 15:27:55 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-21-2020 15:27:55 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/20/2020

090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
Date L ocation User Value Reason
Oct-21-2020 15:31:01 ACVOPFEINFP6000 |/ (b) (4), Form Created
(UTC-03:00) City of Buenos () (6)
Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - Audit Trail
Oct/20/2020
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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
Date L ocation User Value Reason
Oct-21-2020 15:33:07 ACVOPFEINFP6000 |/ (b) (4), Form Created
(UTC-03:00) City of Buenos () (6)
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Audit Trail
Oct/20/2020

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: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Date L ocation User Value Reason
Oct-30-2020 11:44:14 ACVOPFEINFP6000 | (0) (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/20/2020
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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
Date L ocation User Value Reason
Dec-11-2020 14:24:59 ACVOPFEINFPE000 | (b) (4), Form Created
(UTC-03:00) City of Buenos ®) (®)
Aires
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Header Text: C4591001

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

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

Subject No: 12315632

Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:43

Back to Form

| 1. Actual Date of Collection:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:31:01 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/19/2020
Aires

‘ 2. Specimen Type:

| Date L ocation | User | Value Reason
Oct-21-2020 15:31:01 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) RESPIRATORY SECRETIONS
Aires

| 3. Specimen Collection Location:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:31:01 ACVOPFEINFPG000 |'(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NASOPHARY NX
Aires

| 4. Assay Code and Description:

| Date L ocation | User | Value Reason
Oct-21-2020 15:31:01 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-21-2020 15:31:01 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-26-2020 17:18:22 ACVOPFEINFP6000 |/(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12315632

Form: MICROBIOLOGY SPECIMEN - 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 20:43

Oct-26-2020 11:03:13 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires

Oct-26-2020 11:02:19 ACVOPFEINFP6000 | auto query Query 2: Opened Trade Name is Other,

(UTC-03:00) City of (autoquery) however Trade Name

Buenos Aires Other, Specify isnot
completed. Please
update.

Oct-26-2020 11:02:19 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

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

Buenos Aires

Oct-26-2020 11:02:19 ACVOPFEINFP6000 |MariaBeretta |DataEntry: Initial Entry

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

Buenos Aires

Oct-26-2020 11:01:36 ACVOPFEINFP6000 |MariaBeretta |DataEntry: Initial Entry

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

Buenos Aires

Oct-24-2020 11:21:25
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM: Per response,
kindly consider to
update 'Trade name'
as other and update
"NALT Unknown" on
"Trade Name Other,

Specify:'.

Oct-23-2020 19:40:01
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 1: Answered

NALT unknown.

090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Oct-23-2020 07:01:30 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened DM: Asper CRF CR,
(UTC-03:00) City of if trade name is not
Buenos Aires known. Please select
"others" for this data
point and also update
"NALT Unknown" in
the other specified
field, Thank you.
Oct-21-2020 15:29:56 ACVOPFEINFPG000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Unknown
Buenos Aires
‘ 7. Test Result:
| Date L ocation | User | Value Reason
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Header Text: C4591001

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

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

Subject No: 12315632

Form: MICROBIOLOGY SPECIMEN - 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 20:43
Oct-21-2020 15:31:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEGATIVE
Aires

| 9. Trade Name Other, Specify:

| Date L ocation User Value Reason
Oct-26-2020 11:03:13 ACVOPFEINFP6000 |MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(b) (4) NALT Unknown
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Header Text: C4591001

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

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

Subject No: 12315632

Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:43

Back to Form

| 1. Actual Date of Collection:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:33:07 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/20/2020
Aires

| 2. Specimen Type:

| Date L ocation | User | Value Reason
Oct-21-2020 15:33:07 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) SWABBED MATERIAL
Aires

‘ 3. Specimen Collection Location:

| Date L ocation | User | Value Reason
Oct-21-2020 15:33:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NASOPHARY NX
Aires

| 4. Assay Code and Description:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:33:07 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-21-2020 15:33:07 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-21-2020 15:33:07 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:
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Header Text: C4591001

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

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

Subject No: 12315632

Form: MICROBIOLOGY SPECIMEN - 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 20:43
Date L ocation | User | Value Reason
Oct-21-2020 15:33:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEGATIVE
Aires

Page 180 of 323

*** Confidential***
FDA-CBER-2021-5683-0891199




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:43

Back to Form

| 1. Actual Date of Collection:

‘ Date L ocation ’ User | Value Reason
Oct-30-2020 11:44:14 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/28/2020
Aires

| 2. Specimen Type:

‘ Date L ocation ’ User | Value Reason
Oct-30-2020 11:44:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) SWABBED MATERIAL
Aires

| 3. Specimen Collection Location:

‘ Date L ocation ’ User | Value Reason
Oct-30-2020 11:44:14 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NASOPHARY NX
Aires

| 4. Assay Code and Description:

‘ Date L ocation ’ User | Value Reason
Oct-30-2020 11:44:14 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-30-2020 11:44:14 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 |Va|ue | Reason
Oct-30-2020 11:44:14 ACVOPFEINFP6000 | (B) 4. (B) |Data Entry: Initial Entry

(UTC-03:00) City of Buenos

Q) ATILA BIOSYSTEMS IAMP COVID-
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12315632

Form: MICROBIOLOGY SPECIMEN - 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 20:43
. (b) (4), (b)
Aires (6) 19 DETECTION KIT
| 7. Test Result:
‘ Date | L ocation ’ User |VaJue ‘ Reason
Oct-30-2020 11:44:14 ACVOPFEINFP6000 |(b) (4), |DataEntry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(b) (6) NEGATIVE
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
Oct/20/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Actual Date of Collection:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 14:24:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Nov/30/2020
Aires

| 2. Specimen Type:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 14:24:59 ACVOPFEINFP6000 |(0) (4), | DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) SWABBED MATERIAL
Aires

| 3. Specimen Collection Location:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 14:24:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NASOPHARY NX
Aires

| 4. Assay Code and Description:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 14:24:59 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
Dec-11-2020 14:24:59 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
Dec-11-2020 14:24:59 ACVOPFEINFPE000 | @)@ B) | pata Entry: Initial Entry
(UTC-03:00) City of Buenos OTHER
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Header Text: C4591001

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

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

Subject No: 12315632

Form: MICROBIOLOGY SPECIMEN - 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 20:43
Aires ‘ (b) (4), (b) (6) ‘

| 7. Test Result:

‘ Date | L ocation ’ User | Value ‘ Reason
Dec-11-2020 14:25:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initiad Entry
(UTC-03:00) City of Buenos (b) (6) NEGATIVE
Aires

| 9. Trade Name Other, Specify:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 14:24:59 ACVOPFEINFP6000 |(b) (4), (b)| Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(6) Unknown
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Oct/20/2020 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: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Oct-21-2020 15:33:32 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-21-2020 15:33:32 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-21-2020 15:33:32 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-21-2020 15:33:32 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample collected by ateam physician
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12315632

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

‘ 1. Data Origin

| Date L ocation | User | Value Reason
Oct-21-2020 15:33:41 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-21-2020 15:33:41 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-22-2020 08:49:16 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Oct-21-2020 15:33:41 ACVOPFEINFP6000 |autoquery |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.
Oct-21-2020 15:33:41 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires Date of Collection:
Oct/20/2020

‘ 5a

| Date L ocation User Value Reason
Oct-22-2020 08:49:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BPT7WN
Buenos Aires

| 5.aSample D

‘ Date L ocation User Value Reason

Page 186 of 323

*** Confidential***
FDA-CBER-2021-5683-0891205




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

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

Oct/20/2020 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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Oct-22-2020 08:49:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPT7WN
Buenos Aires
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:43

Back to Form

[1a

| Date L ocation | User | Value Reason
Oct-21-2020 15:35:30 ACVOPFEINFPGE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (0) (6) Type of Practitioner: SPECIAL
Aires IST

Occurrenceof Visitsor C NO
ontacts:

| 1.a Physician or Healthcare Professional:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:35:30 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-21-2020 15:35:30 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

‘ 1b

| Date L ocation | User | Value Reason
Oct-21-2020 15:35:30 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (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/20/2020

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

Subject No: 12315632
Generated By:

(b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:43

| 1.b Physician or Healthcare Professional:

| Date L ocation | User | Value Reason
Oct-21-2020 15:35:30 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial 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-21-2020 15:35:30 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-21-2020 15:35:30 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Typeof Practition PRIMARY CAR
Aires er: E PHYSICIAN

Occurrenceof Visi NO
tsor Contacts:

‘ 1.c Physician or Healthcare Professional:

| Date L ocation | User | Value Reason
Oct-21-2020 15:35:30 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) PRIMARY CARE PHYSICIAN
Aires

| 1.c Occurrence of Visits or Contacts:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:35:30 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

| 1d

| Date L ocation | User | Value Reason
Oct-21-2020 15:35:30 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Typeof Practitioner:  URGENT C
Aires ARE
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Header Text: C4591001

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

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

Subject No: 12315632

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:43

Occurrenceof Visitsor NO

Contacts:

| 1.d Physician or Healthcare Professional:

‘Dale |Location ’User |VaJue ‘Reason
Oct-21-2020 15:35:30 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) URGENT CARE
Aires

| 1.d Occurrence of Visitsor Contacts:

| Date L ocation | User | Value Reason
Oct-21-2020 15:35:30 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

[1e

| Date L ocation ’ User | Value Reason
Oct-21-2020 15:35:30 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Type of Practition TELEPHONE CO
Aires er: NSULTATION

Occurrence of Vis NO
itsor Contacts:

| 1.e Physician or Healthcare Professional:

‘ Date L ocation ’ User ’ Value Reason
Oct-21-2020 15:35:30 ACVOPFEINFP6000 || (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-21-2020 15:35:30 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

| 1f

‘ Date | L ocation ’ User | Value | Reason
Oct-21-2020 15:35:30 Data Entry: Initial Entry

‘ ACVOPFEINFP6000 ‘ (b) ((‘é)), ®)
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Oct/20/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
. b) (4), (b .

(UTC-03:00) City of Buenos O | Typeof Practition OTHER
Aires er:

Occurrence of Vis YES

itsor Contacts: Number of Visits

or Contacts:
1

‘ 1.f Physician or Healthcare Professional:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:35:30 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-21-2020 15:35:46 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC-03:00) City of Buenos (autoquery)

Aires
Oct-21-2020 15:35:30 ACVOPFEINFP6000 |auto query | Query 1: Opened “Other” isselected ,
(UTC-03:00) City of Buenos (autoquery) however other specific
Aires item is blank. Please
review and update as
appropriate.
Oct-21-2020 15:35:30 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires Number of Visits or Contacts:
1

‘ 2. Other Type of Practitioner Specify:

| Date L ocation | User | Value Reason
Oct-21-2020 15:35:46 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) home emergency service

Aires

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

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:36:17 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/20/2020
Form Version: 10-Oct-2020 15:59
SiteNo: 1231

Subject No: 12315632
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 20:43

Aires

(b) ), (b) (6) | Hasthe subject beeninintensive care
dueto potential COVID-19 illness?

NO

Page 192 of 323

*** Confidential***
FDA-CBER-2021-5683-0891211




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HOSPITALIZATION DETAILS - Audit Trail
Oct/20/2020
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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
Date L ocation User Value Reason
Oct-21-2020 15:36:38 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 - Audit Trail
Oct/20/2020

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: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Date L ocation User Value Reason
Nov-26-2020 18:15:17 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/20/2020
Form Version: 22-Apr-2020 2102 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Hospitalization Category:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:36:38 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-21-2020 15:36:38 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) HOSPITAL
Aires

| 3. Admission Date:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:36:38 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/18/2020
Aires

| 4. Ongoing?

| Date L ocation | User | Value Reason
Oct-21-2020 15:36:38 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires Discharge Date:

Oct/20/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Oct/20/2020

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

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

Subject No: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Hospitalization Category:

‘ Date L ocation | User | Value Reason
Nov-26-2020 18:15:17 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
Nov-30-2020 17:15:44 ACVOPFEINFP6000 | Rupal N Query 1: Closed Response satisfies
(UTC-03:00) City of Buenos Shah query
Aires (b) (4)

Nov-30-2020 14:20:27 ACVOPFEINFP6000 |[/(b) (4), (b) |Query 1. Answered The volunteer remains

(UTC-03:00) City of Buenos (6) hospitalized. At the

Aires moment there are no
epicrisis or objective
medical data, but the
volunteer reports that
heisadmitted to a
general ward not in
intensive care. He
continuesto be
monitored by the
medical surveillance
team.

Nov-29-2020 14:31:48 ACVOPFEINFP6000 | Rupal N Query 1: Opened CLIQUERY: This

(UTC-03:00) City of Buenos Shah subject was

Aires (b) (4) hospitalized. Please
enter on the CRF form
any available
information (vital
signs, pulse oxymet,
respiratory treatment,
lab results,
imaging...). Please
make every effort to
obtain these
information

Nov-26-2020 18:15:17 ACVOPFEINFP6000 | (b) (4). (b) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos (6) HOSPITAL

Aires

Page 196 of 323

*** Confidential***
FDA-CBER-2021-5683-0891215




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

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

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

Subject No: 12315632

Form: HOSPITALIZATION DETAILS - 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 20:43

| 3. Admission Date:

| Date L ocation | User | Value Reason
Nov-26-2020 18:15:17 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Nov/18/2020
Aires

| 4. Ongoing?

| Date L ocation User Value Reason
Dec-11-2020 13:22:35 ACVOPFEINFP6000 |/(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) NO
Buenos Aires Discharge Date:

Dec/5/2020

Nov-26-2020 18:15:17 ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: ILLNESS DETAILS - eCRF Audit Trail History

Oct/20/2020

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

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

Subject No: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

‘ 1. Category of Clinical Event:

|Date L ocation |User |Value Reason
Oct-21-2020 15:39:53 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
Dec-09-2020 14:26:09 ACVOPFEINFPE000 | Salim Query 2: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Dec-08-2020 14:08:34 ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-08-2020 14:08:34 ACVOPFEINFP6000 | Santiago Data Entry: New Information
(UTC-03:00) City of Corradetti YES
Buenos Aires (b) (4) Respiratory IlIiness Diagnosis:
Pericarditis
Date of Diagnosis:
Nov/24/2020
Dec-06-2020 18:57:19 ACVOPFEINFPE000 |Salim Query 2: Opened Clin: please consider
(UTC-03:00) City of Bouguermouh updating the diagnosis
Buenos Aires (b) (4) to PERICARDITIS or
to capturethisasa
symptom on the SOD
CRF form.
Nov-30-2020 17:15:44 ACVOPFEINFP6000 |Rupal N Shah | Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (4) query
Buenos Aires
Nov-30-2020 14:22:11 ACVOPFEINFP6000 || (b) (4), (b) (6) |Query 1: Answered The volunteer remains
(UTC-03:00) City of hospitalized. At the
Buenos Aires moment there are no
epicrisis or objective
medical data, but the
volunteer reports that
heishospitalized in a
general ward not in
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 06-Jul-2020 21:52

Generated By: (b) (4)

Form: ILLNESS DETAILS - 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 20:43

intensive care. He
continues to be
monitored by the
medical surveillance
team.

Nov-30-2020 05:18:10
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Opened

CLIQUERY: Given
that the subject has
been hospitalized,
please consider
updating diagnosis as
appropriate and
available.

Nov-29-2020 14:33:03
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Rupa N Shah
(b) (4)

Query 1: Candidate

CLIQUERY: Given
that the subject has
been hospitalized,
please consider
updating diagnosis as

appropriate and
available.
Oct-21-2020 15:39:53 ACVOPFEINFP6000 ((b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires

| 3. Toxicity Grade:

‘ Date L ocation User Value Reason
Oct-23-2020 21:27:59 ACVOPFEINFP6000 |(0) (4), (B) | Query 1: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
Oct-23-2020 19:47:33 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-23-2020 19:47:33 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) 4

Buenos Aires

Oct-23-2020 12:05:27 ACVOPFEINFP6000 | (b) (4). (b) (6) Query 1: Opened CRA: please confirm

(UTC-03:00) City of if Toxicity grade

Buenos Aires should be 4, as subject
was hospitalized.
Thanks.

Oct-22-2020 08:50:15 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-03:00) City of 3

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Oct/20/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Oct-21-2020 16:40:08 ACVOPFEINFP6000 | (b) (4). (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of 2
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - Audit

Oct/20/2020 Trail
Form Version: 21-Aug-2020 02:49 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
Date L ocation User Value Reason
Dec-11-2020 13:58:39 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/20/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Lab Panel:

‘ Date L ocation ’ User | Value Reason
Dec-15-2020 12:09:55 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
Dec-11-2020 13:58:39 ACVOPFEINFPe000 (D) (4), | DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Ramos Mejia Hospital. General Urquiz
Aires a 609, Buenos Aires city

‘ 3. Callection Date:

| Date L ocation User Value Reason
Dec-16-2020 01:35:52 ACVOPFEINFP6000 | (b) (4), (b) (6) |Query 1: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Dec-15-2020 12:09:55 ACVOPFEINFP6000 | auto query Query 1. Answered Initial Entry
(UTC-03:00) City of (autoquery)

Buenos Aires

Dec-15-2020 12:09:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Dec/5/2020

Buenos Aires

Dec-15-2020 11:20:58 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Reissued: Opened DM: Please provide

(UTC-03:00) City of (6) aresponse to

Buenos Aires Collection datefield.
Thank you.

Dec-14-2020 10:58:43 ACVOPFEINFP6000 | (b) (4), (b) (6) [Query 1: Answered good morning. The

(UTC-03:00) City of (b) (4) date of the performed

Buenos Aires laboratory was not

provided. Thank you

Dec-14-2020 03:21:58 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Opened DM: Please complete
(UTC-03:00) City of thisitem. Thank you.
Buenos Aires

| 4. Specimen Type:

| Date L ocation | User | Value Reason
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Dec-15-2020 12:09:55 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |BLOOD
Aires
[5a
| Date L ocation User Value Reason
Dec-16-2020 13:05:06 ACVOPFEINFP6000 ||(b) (4), Data Entry: New Information
(UTC-03:00) City of (0) 6) Sponsor-Define 329
Buenos Aires d I dentifier:
Test:: C Reactive Prote
in_PX329
Result:: 33
Not Done::
Lab Normal Ra Low
nge: UNK
High
UNK
Unit
mg/L
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Define 329
Buenos Aires d I dentifier:
Test:: C Reactive Prot
ein_PX329
Result:: 33
Not Done::
Lab Normal Ra Low
nge: UNK
High
UNK
‘ 5.a Sponsor ID:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 329
Aires
| 5.a Test:
‘ Date L ocation ’ User | Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: --

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Dec-11-2020 13:58:39 ACVOPFEINFP6000 |(P) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) C Reactive Protein_PX329

Aires

| 5.a Result:

‘ Date L ocation User Value Reason
Dec-17-2020 03:53:47 ACVOPFEINFP6000 |/(b) (4), (b) (6) |Query 1: Closed site confirm that
(UTC-03:00) City of ‘Datais not in subject
Buenos Aires record'
Dec-16-2020 13:05:06 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Dec-15-2020 07:46:27
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM1: Please consider
to update the lab
normal ranges with
available unit from
the CRF options.
Kindly connect with
CRA for any further
assistance if needed.

Dec-14-2020 11:00:02
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Answered

goor morning. Data
was not provided.
Thnk you

Dec-14-2020 08:23:59
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4). (b) (6)
(b) (4). (b) (6)

Query 1: Reissued:Opened

DM: Thank you for
response. However
per CRF CR section
8.39.4, WBC
differentials should
be entered as absolute
values using 10M9/L
as units. Please
review and update
CRF as appropriate.
Else clarify in query
response.

Dec-11-2020 15:04:06

ACVOPFEINFPG000

(b) (4),

Query 1: Answered

Datais not in subject

(UTC-03:00) City of (b) (6) record
Buenos Aires
Dec-11-2020 13:58:39 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
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632
Generated By:

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:49

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

correct or confirm.

Dec-11-2020 13:58:39 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 33
Buenos Aires
| 5.aLNMT
‘ Date L ocation User Value Reason
Dec-16-2020 13:05:06 ACVOPFEINFP6000 ||(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Low
Buenos Aires UNK
High
UNK
Unit
mg/L
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires UNK
High
UNK
| 5b
‘ Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Defined 30
Aires Identifier:
Test:: Alanine Aminotrans
ferase PX30
Result:: 24
Not Done::
Lab Normal Ra Low
nge: UNK
High
UNK
Unit
U/L
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.b Sponsor ID:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |30
Aires
‘ 5.b Test:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Alanine Aminotransferase PX30
Aires
‘ 5.b Result:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP000 |(0) (4), | DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 24
Aires
‘ 5bLNMT
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 ((b) (4),  |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Low
Aires UNK
High
UNK
Unit
U/L
‘ 5.c
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Define 28
Aires d Identifier:
Test:: Aspartate Aminotran
sferase PX28
Result:: 17
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Header Text: C4591001

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

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

SiteNo: 1231

Subject No: 12315632

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Not Done::
Lab Normal Ra Low
nge: UNK
High
UNK
Unit
uU/L

| 5.c Sponsor 1D:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |28
Aires

| 5.c Test:

| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFPe000 (D) (4), | DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Aspartate Aminotransferase PX28
Aires

| 5.c Result:

| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |(b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 17
Aires

| 5.cLNMT

| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFPe000 |(0) (4), (b)| Data Entry: Initial Entry
(UTC-03:00) City of Buenos (6) Low
Aires UNK

High
UNK
Unit
u/L
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
|5
| Date L ocation | User |Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFPG000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | sponsor-Defined 35
Aires I dentifier:
Test:: Alkaline Phosphat
ase PX35
Result:: 92
Not Done::
Lab Normal Ran Low
ge UNK
High
UNK
Unit
U/L
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials:

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.d Sponsor ID:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |35
Aires
‘ 5.d Test:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Alkaline Phosphatase_PX35
Aires (b)
(6)
‘ 5.d Result:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 92
Aires (b)
(6)
‘ 5.dLNMT
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Low
Aires (b) UNK
(6)
High
UNK
Unit
U/L
‘ 5.e
| Date L ocation User Value Reason
Mar-18-2021 15:51:29 ACVOPFEINFP6000 |Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Defined Id 21
Buenos Aires entifier:
Test:: Bilirubin_P
X21
Result:: 0.31
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Not Done::
Lab Normal Range: Low
UNK
High
UNK
Unit
mg/dL
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined Id 21
Buenos Aires entifier:
Test:: Bilirubin_P
X21
Result:: 0.31
Not Done::
Lab Normal Range: Low
UNK
High
UNK
Unit
mg/L
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.e Sponsor 1D:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |21
Aires
‘ 5.eTest:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Bilirubin_PX21
Aires (b)
(6)
‘ 5.e Result:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 0.31
Aires (b)
(6)
‘ 5eLNMT
| Date L ocation User Value Reason
Mar-18-2021 16:20:40 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-18-2021 15:51:29 ACVOPFEINFPE000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-18-2021 15:51:29 ACVOPFEINFP6000 |Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Low
Buenos Aires UNK
High
UNK
Unit
mg/dL
Mar-18-2021 10:25:59 ACVOPFEINFP6000 |/ (b) (4), Query 1: Opened Clin: Please the Unit
(UTC-03:00) City of (b) (6) should be "mg/dL".
Buenos Aires Please review and
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12315632
Generated By:

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:43

update accordingly

Mar-18-2021 04:21:18 ACVOPFEINFP6000 | Salim Query 1: Candidate Clin: Please the Unit
(UTC-03:00) City of Bouguermouh should be "mg/dL".
Buenos Aires (b) (4) Please review and
update accordingly
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |/ (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires UNK
High
UNK
Unit
mg/L
E
| Date L ocation User Value Reason
Mar-18-2021 15:52:12 ACVOPFEINFP6000 |Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Define 47
Buenos Aires d Identifier:
Test:: Blood Urea Nitr
ogen_PX47
Result:: 42.36
Not Done::
Lab Normal Ra Low
nge: UNK
High
UNK
Unit
mg/dL
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Define 47
Buenos Aires d Identifier:
Test:: Blood Urea Nitr
ogen_PX47
Result:: 42.36
Not Done::
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Oct/20/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Lab Normal Ra Low
nge: UNK
High
UNK
Unit
mg/L
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Header Text: C4591001

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

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.f Sponsor 1D:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |47
Aires
‘ 5.f Test:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Blood Urea Nitrogen_PX47
Aires (b)
(6)
‘ 5.f Result:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 42.36
Aires (b)
(6)
‘ 5fLNMT
| Date L ocation User Value Reason
Mar-18-2021 16:20:40 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-18-2021 15:52:12 ACVOPFEINFPE000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-18-2021 15:52:12 ACVOPFEINFP6000 |Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Low
Buenos Aires UNK
High
UNK
Unit
mg/dL
Mar-18-2021 10:25:40 ACVOPFEINFP6000 |/ (b) (4), Query 1: Opened Clin: Please the Unit
(UTC-03:00) City of (b) (6) should be "mg/dL".
Buenos Aires Please review and
update accordingly
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:49

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

Mar-18-2021 04:20:57
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

Salim Query 1: Candidate Clin: Please the Unit
Bouguermouh should be "mg/dL".
(b) (4) Please review and

update accordingly
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
| 5f LNMT
’ Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), Low
Aires (b) UNK
(6)
High
UNK
Unit
mg/L
‘ 50
| Date L ocation User Value Reason
Mar-18-2021 15:52:35 ACVOPFEINFP6000 |Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Defined Id 48
Buenos Aires entifier:
Test:: Creatinine_P
X48
Result:: 0.73
Not Done::
Lab Normal Range Low
: UNK
High
UNK
Unit
mg/dL
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defined Id 48
Buenos Aires entifier:
Test:: Creatinine P
X48
Result:: 0.73
Not Done::
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Header Text: C4591001

Oct/20/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12315632
Generated By: (b) (4)

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

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

Lab Normal Range Low
: UNK

High
UNK

Unit
mg/L

*** Confidential***

Page 217 of 323

FDA-CBER-2021-5683-0891236




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.g Sponsor 1D:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |48
Aires
‘ 5.9 Test:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Credtinine_PX48
Aires (b)
(6)
‘ 5.9 Result:
| Date L ocation | User | Value Reason
Dec-11-2020 13:58:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 0.73
Aires (b)
(6)
‘ 59LNMT
| Date L ocation User Value Reason
Mar-18-2021 16:20:40 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-18-2021 15:52:35 ACVOPFEINFPE000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-18-2021 15:52:35 ACVOPFEINFP6000 |Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Low
Buenos Aires UNK
High
UNK
Unit
mg/dL
Mar-18-2021 10:24:00 ACVOPFEINFP6000 |/ (b) (4), Query 1: Opened Clin: Please the Unit
(UTC-03:00) City of (b) (6) should be "mg/dL".
Buenos Aires Please review and
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Oct/20/2020

SiteNo: 1231

Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Subject No: 12315632

Form Version: 21-Aug-2020 02:49

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

update accordingly

Buenos Aires

Mar-18-2021 04:21:39
(UTC-03:00) City of

ACVOPFEINFPG000

Buenos Aires

Dec-11-2020 13:58:39
(UTC-03:00) City of

ACVOPFEINFP6000

Salim Query 1: Candidate Clin: Please the Unit
Bouguermouh should be "mg/dL".
(b) (4) Please review and

update accordingly
(b) (4). (b) (6) DataEntry: Initial Entry

Low

UNK
High

UNK
Unit

mg/L
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 10-Dec-2020 02:24

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - Audit

Trail

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 20:43
Back to Form
Date L ocation User Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 || (b) Form Created
(UTC-03:00) City of Buenos (4),
Aires ()

(6)
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Oct/20/2020 Audit Trail History

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Lab Pand:

‘ Date L ocation ’ User | Value Reason
Dec-16-2020 13:00:57 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
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Ramos Mejia Hospital. General Urquiz
Aires (b) a 609, Buenos Aires city

(6)

‘ 3. Collection Date:

| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Dec/2/2020
Aires (b)
(6)
‘ 4. Specimen Type:
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | BLOOD
Aires
| 5a
‘ Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Defined | 329
Aires dentifier:
Test:: C Reactive Protei
n_PX329
Result:: 33
Not Done::
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:24
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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 20:43
Lab Normal Rang Low
e 0
High
7.00
Unit
mg/L

‘ 5.a Sponsor ID:

| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 329
Aires

| 5.aTest:

‘ Date L ocation ’ User ’ Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:))) , C Reactive Protein_PX329
Aires

(6)

| 5.a Result:

‘ Date L ocation ’ User ’ Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:))) , 33
Aires

(6)

| 5aLNMT

‘ Date L ocation ’ User ’ Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:))) Low
Aires 0

(6)
High
7.00
Unit
mg/L
5.b
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:24
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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 20:43
Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Defined 30
Aires I dentifier:
Test:: Alanine Aminotrans
ferase PX30
Result:: 12
Not Done::
Lab Normal Ra Low
nge: 0
High
41
Unit
uU/L
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Oct/20/2020 Audit Trail History
Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.b Sponsor ID:
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 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
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Alanine Aminotransferase PX30
Aires (b)
(6)
‘ 5.b Result:
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 12
Aires (b)
(6)
‘ 5bLNMT
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Low
Aires (b) 0
(6)
High
41
Unit
uU/L
‘ 5.c
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Define 28
Aires d Identifier:
Test:: Aspartate Aminotran
sferase PX28
Result:: 17
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:24
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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 20:43
Not Done::
Lab Normal Ra Low
nge: 0
High
40
Unit
uU/L

| 5.c Sponsor 1D:

‘ Date L ocation ’ User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |28
Aires

| 5.c Test:

| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Aspartate Aminotransferase_PX 28
Aires (b)

(6)

| 5.c Result:

| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 17
Aires (b)

(6)

| 5.cLNMT

| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Low
Aires (b) 0

(6)
High
40
Unit
u/L
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:24
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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 20:43
|5
| Date L ocation | User |Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | sponsor-Defined 35
Aires Identifier:
Test:: Alkaline Phosphat
ase PX35
Result:: 107
Not Done::
Lab Normal Ran Low
ge 40
High
130
Unit
uU/L
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Oct/20/2020 Audit Trail History
Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.d Sponsor ID:
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 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
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Alkaline Phosphatase_PX35
Aires (b)
(6)
‘ 5.d Result:
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 107
Aires (b)
(6)
‘ 5dLNMT
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Low
Aires o) 40
(6)
High
130
Unit
uU/L
‘ 5e
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Defined Ident 21
Aires ifier:
Test:: Bilirubin_PX
21
Result:: 0.46
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:24
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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 20:43
Not Done::
Lab Normal Range:  Low
0
High
1.20
Unit
mg/dL

| 5.e Sponsor 1D:

‘ Date L ocation ’ User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |21
Aires

| 5.eTest:

| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Bilirubin_PX21
Aires (b)

(6)

| 5.e Result:

| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 0.46
Aires (b)

(6)

| 5.eLNMT

| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Low
Aires (b) 0

(6)
High
1.20
Unit
mg/dL
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Header Text: C4591001

Oct/20/2020

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Dec-2020 02:24

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
E
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | sponsor-Defined | 47
Aires dentifier:
Test:: Blood Urea Nitrog
en_PX47
Result::
Not Done:: NOT DONE
Lab Normal Rang
e
| 5.f Sponsor 1D:
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |47
Aires
‘ 5.f Test:
| Date L ocation ’ User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Blood Urea Nitrogen_PX47
Aires (b)
(6)
‘ 5.f Not Done:
| Date L ocation ’ User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NOT DONE
Aires (b)
(6)
‘ 50
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Defined Iden 48
Aires tifier:
Test:: Creatinine_P
X48
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 10-Dec-2020 02:24

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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 20:43
Result:: 0.67
Not Done::
Lab Normal Range: Low
0.70
High
1.20
Unit
mg/dL
| 5.g Sponsor 1D:
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |48
Aires
‘ 5.9 Test:
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Credtinine_PX48
Aires (b)
(6)
‘ 5.9 Result:
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 0.67
Aires (b)
(6)
‘ 5.9 LNMT
| Date L ocation | User | Value Reason
Dec-16-2020 13:00:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Low
Aires ) 0.70
(6)
High
1.20
Unit
mg/dL
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

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 20:43
Back to Form
Date L ocation User Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Form Created
(;:;l;:-O&OO) City of Buenos ((‘;;))
(6)
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Lab Pand:

‘ Date L ocation ’ User | Value Reason
Dec-15-2020 12:10:11 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
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Ramos Mejia Hospital. General Urquiz
Aires Eg; a609. Buenos Aires city.
‘ 3. Collection Date:
| Date L ocation User Value Reason
Dec-16-2020 03:12:52 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Dec-15-2020 12:10:11 ACVOPFEINFP6000 | auto query Query 1: Answered Initia Entry
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-15-2020 12:10:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Dec/5/2020
Buenos Aires
Dec-14-2020 03:21:37 ACVOPFEINFP6000 || (b) (4), (b) Query 1: Opened DM: Please complete
(UTC-03:00) City of (6) thisitem. Thank you.
Buenos Aires
| 4. Specimen Type:
| Date L ocation | User | Value Reason
Dec-15-2020 12:10:11 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | BLOOD
Aires
[5a
|Da1e |Localion |User |Value |Reason
‘ Dec-11-2020 14:15:04 ‘ACVOPFEINFPGOOO ‘ auto calc ‘ Data Entry: Initial Entry
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Header Text: C4591001

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

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
(UTC-03:00) City of Buenos (autocalc) | sponsor-Defined Iden 1
Aires tifier:
Test:: Hemoglobin_
PX1
Result:: 13
Not Done::
Lab Normal Range: Low
unk
High
unk
Unit
g/dL
| 5.a Sponsor 1D:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) (1
Aires
‘ 5.a Test:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Hemoglobin_PX1
Aires (b)
(6)
‘ 5.a Result:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 13
Aires ()
(6)
‘ 5aLNMT
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Low
Aires (0) unk
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
High
unk
Unit
g/dL
|50
‘ Date L ocation User Value Reason
Mar-18-2021 15:49:40 ACVOPFEINFP6000 |Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Defined Id 2
Buenos Aires entifier:
Test:: Hematocrit_
PX2
Result:: 40
Not Done::
Lab Normal Range: Low
unk
High
unk
Unit
%
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined I1d 2
Buenos Aires entifier:
Test:: Hematocrit_
PX2
Result:: 40
Not Done::
Lab Normal Range: Low
unk
High
unk
Unit
g/dL
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.b Sponsor ID:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |2
Aires
‘ 5.b Test:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Hematocrit_PX2
Aires (b)
(6)
‘ 5.b Result:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 40
Aires (b)
(6)
‘ 5bLNMT
| Date L ocation User Value Reason
Mar-18-2021 16:20:40 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-18-2021 15:49:40 ACVOPFEINFPE000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-18-2021 15:49:40 ACVOPFEINFP6000 |Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Low
Buenos Aires unk
High
unk
Unit
%
Mar-18-2021 10:28:06 ACVOPFEINFP6000 |/ (b) (4), Query 1: Opened Clin: Please the
(UTC-03:00) City of (b) (6) Hematocrit Unit
Buenos Aires should be "%". Please
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
review and update
accordingly
Mar-18-2021 04:18:35 ACVOPFEINFP6000 | Salim Query 1: Candidate Clin: Please the
(UTC-03:00) City of Bouguermouh Hematocrit Unit
Buenos Aires (b) (4) should be "%". Please
review and update
accordingly
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires unk
High
unk
Unit
g/dL
[5c
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) Sponsor-Defined Iden 3
Aires tifier:
Test:: Erythrocytes
PX3
Result::
Not Done:: NOT DONE
Lab Normal Range:
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Sponsor-Defined | den
Aires () tifier:
(6)
Test:: Erythrocytes
PX3
Result::
Not Done::
Lab Normal Range:
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.c Sponsor ID:
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |3
Aires
‘ 5.c Test:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Erythrocytes PX3
Aires (b)
(6)
‘ 5.c Not Done:
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NOT DONE
Aires (b)
(6)
|5
| Date L ocation User Value Reason
Mar-23-2021 17:49:03 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
Buenos Aires tifier:
Test:: Platelets P
X5
Result:: 477000000
Not Done::
Lab Normal Range: Low
unk
High
unk
Unit
JuL
Mar-23-2021 17:48:42 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined Iden 5
Buenos Aires tifier:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Test:: Platelets P
X5
Result:: 477000000
Not Done::
Lab Normal Range: Low
unk
High
unk
Unit
10"3/uL
Dec-11-2020 14:15:04 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defined Iden 5
Buenos Aires tifier:
Test:: Platelets P
X5
Result:: 477000
Not Done::
Lab Normal Range: Low
unk
High
unk
Unit
10"3/uL
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/20/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.d Sponsor ID:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |5
Aires
‘ 5.d Test:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Platelets PX5
Aires (b)
(6)
‘ 5.d Result:
| Date L ocation User Value Reason
Mar-23-2021 17:48:42 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) 477000000
Buenos Aires
Dec-11-2020 14:15:04 ACVOPFEINFP6000 || (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) 477000
Buenos Aires
| 5.dLNMT
‘ Date L ocation User Value Reason
Mar-24-2021 09:59:58 ACVOPFEINFPE000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4
Mar-23-2021 17:49:03 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-23-2021 17:49:03 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires unk
High
unk
Unit
/uL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Mar-23-2021 17:24:42 ACVOPFEINFP6000 | Katherine Puig | Query 1. Opened Clin: Please the
(UTC-03:00) City of (b) (4) Platelets Unit should
Buenos Aires be "uL" instead of
"1073/uL". Please
review and update
accordingly
Mar-23-2021 17:17:52 ACVOPFEINFP6000 |Salim Query 1: Candidate Clin: Please the
(UTC-03:00) City of Bouguermouh Platelets Unit should
Buenos Aires (b) (4) be "uL" instead of
"1073/uL". Please
review and update
accordingly
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Low
Buenos Aires unk
High
unk
Unit
10"3/uL
[5e
| Date L ocation User Value Reason
Mar-23-2021 17:46:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined Ide 7
Buenos Aires ntifier:
Test:: Leukocytes
PX7
Result:: 5600000
Not Done::
Lab Normal Range: Low
unk
High
unk
Unit
/uL
Mar-23-2021 17:46:30 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6} Sponsor-Defined Ide 7
Buenos Aires ntifier:
Test:: Leukocytes
PX7
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

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, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Result:: 5600
Not Done::
Lab Normal Range: Low
unk
High
unk
Unit
/uL
Dec-11-2020 14:15:04 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined Ide 7
Buenos Aires ntifier:
Test:: Leukocytes
PX7
Result:: 5600
Not Done::
Lab Normal Range: Low
unk
High
unk
Unit
10"3/uL
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.e Sponsor ID:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |7
Aires
‘ 5.eTest:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Leukocytes PX7
Aires (b)
(6)
‘ 5.e Result:
| Date L ocation User Value Reason
Mar-23-2021 17:46:59 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) 5600000
Buenos Aires
Dec-11-2020 14:15:04 ACVOPFEINFP6000 || (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) 5600
Buenos Aires
| 5.eLNMT
‘ Date L ocation User Value Reason
Mar-24-2021 09:59:58 ACVOPFEINFPE000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4
Mar-23-2021 17:46:30 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-23-2021 17:46:30 ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires unk
High
unk
Unit
/uL
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

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, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Mar-23-2021 17:25:24 ACVOPFEINFP6000 | Katherine Puig | Query 1. Opened Clin: Please the Unit
(UTC-03:00) City of (b) (4) should be "uL"
Buenos Aires instead of "10°6/uL".
Please review and
update accordingly
Mar-23-2021 17:18:29 ACVOPFEINFP6000 |Saim Query 1: Candidate Clin: Please the Unit
(UTC-03:00) City of Bouguermouh should be "uL"
Buenos Aires (b) (4) instead of "10"6/uL".
Please review and
update accordingly
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of 6) Low
Buenos Aires unk
High
unk
Unit
10"3/uL
E
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) Sponsor-Defined Ide 608
Aires ntifier:
Test:: Neutrophils P
X608
Result::
Not Done:: NOT DONE
Lab Normal Range:
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos @, Sponsor-Defined | de
Aires ggg ntifier:
Test:: Neutrophils_P
X608
Result::
Not Done::
Lab Normal Range:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 5.f Sponsor ID:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 608
Aires

‘ 5.f Test:

| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Neutrophils_PX608
Aires (b)

(6)

‘ 5.f Not Done:

| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NOT DONE
Aires (b)

(6)

‘ 5.9

| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) Sponsor-Defined Ide 609
Aires ntifier:

Test:: Eosinophils P
X609
Result::
Not Done:: NOT DONE
Lab Normal Range:
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Sponsor-Defined I de
Aires ®) ntifier:
(6) _ )
Test:: Eosinophils P
X609
Result::
Not Done::
Lab Normal Range:
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

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, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.g Sponsor 1D:
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 609
Aires
‘ 5.9 Test:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Eosinophils_PX609
Aires (b)
(6)
‘ 5.9 Not Done:
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NOT DONE
Aires (b)
(6)
|5h
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocelc) | Sponsor-Defined Ide 612
Aires ntifier:
Test:: Monocytes P
X612
Result::
Not Done:: NOT DONE
Lab Normal Range:
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (@), Sponsor-Defined | de
Aires () ntifier:
(6)
Test:: Monocytes P
X612
Result::
Not Done::
Lab Normal Range:
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.h Sponsor ID:
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |612
Aires
‘ 5.h Test:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Monocytes PX612
Aires (b)
(6)
‘ 5.h Not Done:
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NOT DONE
Aires (b)
(6)
E
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | sponsor-Defined Iden 610
Aires tifier:
Test:: Basophils_PX
610
Result::
Not Done:: NOT DONE
Lab Normal Range:
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC'O300) Clty of Buenos (4)1 Spona)r_Deﬁned lden
Aires () tifier:
®) _
Test:: Basophils_PX
610
Result::
Not Done::
Lab Normal Range:
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

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, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.i Sponsor ID:
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 610
Aires
‘ 5. Test:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Basophils PX610
Aires (b)
(6)
‘ 5.i Not Done:
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NOT DONE
Aires (b)
(6)
5]
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | sponsor-Defined | de 611
Aires ntifier:
Test:: Lymphocytes P
X611
Result::
Not Done:: NOT DONE
Lab Normal Range:
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (@), Sponsor-Defined | de
Aires Egg ntifier:
Test:: Lymphocytes P
X611
Result::
Not Done::
Lab Normal Range:
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.j Sponsor ID:
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |611
Aires
‘ 5.j Test:
| Date L ocation | User | Value Reason
Dec-11-2020 14:15:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Lymphocytes PX611
Aires (b)
(6)
‘ 5.j Not Done:
| Date L ocation | User | Value Reason
Dec-11-2020 14:20:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, NOT DONE
Aires (b)
(6)
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Header Text: C4591001

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

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

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

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 20:43
Back to Form
Date L ocation User Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of Buenos (4),
Aires ()

(6)
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Lab Pand:

‘ Date L ocation ’ User | Value Reason
Dec-16-2020 13:11:47 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
Dec-16-2020 13:11:47 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Ramos Mejia Hospital. General Urquiz
Aires Eg; a 609, Buenos Aires city

‘ 3. Callection Date:

| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Dec/2/2020
Aires (b)

(6)

‘ 4. Specimen Type:

| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | BLOOD
Aires

| 5a

‘ Date L ocation | User ‘ Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Defined Iden 1
Aires tifier:

Test:: Hemoglobin_
PX1
Result:: 12.7
Not Done::
Page 250 of 323

*** Confidential***

FDA-CBER-2021-5683-0891269




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/20/2020 Audit Trail History
Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Lab Normal Range: Low
13.70

High
17.50

Unit
g/dL

‘ 5.a Sponsor ID:

| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) (1
Aires

| 5.aTest:

‘ Date L ocation ’ User ’ Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:))) Hemoglobin PX1
Aires

(6)

| 5.a Result:

‘ Date L ocation ’ User ’ Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:))). 12.7
Aires

(6)

| 5aLNMT

‘ Date L ocation ’ User ’ Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ((‘:))) Low
Aires 13.70

(6)
High
17.50
Unit
g/dL
5.b
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sponsor-Defined Ident 2
Aires ifier:
Test:: Hematocrit_P
X2
Result:: 384
Not Done::
Lab Normal Range: Low
40.1
High
51.0
Unit
%
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.b Sponsor ID:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |2
Aires
‘ 5.b Test:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Hematocrit_PX2
Aires (b)
(6)
‘ 5.b Result:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, 38.4
Aires (b)
(6)
‘ 5bLNMT
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Low
Aires (b) 40.1
(6)
High
51.0
Unit
%
‘ 5.c
| Date Location User Value Reason
Mar-24-2021 12:50:14 ACVOPFEINFP6000 |/(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Sponsor-Defined | 3
Buenos Aires dentifier:
Test:: Erythrocytes
_PX3
Result:: 441
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Header Text: C4591001

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

Oct/20/2020
Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Not Done::
Lab Normal Range Low
: 4.63
High
6.08
Unit
10M2/L
Mar-24-2021 12:16:34 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of (0) (4). (6) (6) Sponsor-Defined | 3
Buenos Aires dentifier:
Test:: Erythrocytes
_PX3
Result:: 4410000
Not Done::
Lab Normal Range Low
: 4630000
High
6080000
Unit
JuL
Mar-24-2021 12:16:08 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of (b) (4), (b) (6) Sponsor-Defined | 3
Buenos Aires dentifier:
Test:: Erythrocytes
_PX3
Result:: 441000
Not Done::
Lab Normal Range Low
: 4630000
High
6080000
Unit
/uL
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined | 3
Buenos Aires dentifier:
Test:: Erythrocytes
_PX3
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Header Text: C4591001

Oct/20/2020
Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632
Generated By: (b) (4)

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

Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:43
Result:: 441000
Not Done::
Lab Normal Range Low
: 4630000
High
6080000
Unit
10"3/uL
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Header Text: C4591001

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

Oct/20/2020 Audit Trail History
Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

| 5.c Sponsor ID:

| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |3
Aires

‘ 5.c Test:

| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Erythrocytes PX3
Aires (b)

(6)

‘ 5.c Result:

| Date L ocation User Value Reason
Mar-24-2021 12:50:14 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) 441
Buenos Aires
Mar-24-2021 12:41:13 ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-24-2021 12:16:34 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-24-2021 12:16:34 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of (b) (4), (b) (6) 4410000
Buenos Aires

Mar-23-2021 17:26:04 ACVOPFEINFP6000 | Katherine Puig Query 2: Opened

Clin: Please review if

(UTC-03:00) City of (b) (4 the result is not

Buenos Aires 4410000 (+ 0) instead
of 441000. Please
review and update
accordingly

Mar-23-2021 17:23:04 ACVOPFEINFP6000 |Salim Query 2: Candidate Clin: Please review if

(UTC-03:00) City of Bouguermouh theresult is not

Buenos Aires (b) (4) 4410000 (+ 0) instead
of 441000. Please
review and update
accordingly
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Oct/20/2020

SiteNo: 1231

Subject No: 12315632

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Dec-2020 02:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Mar-23-2021 17:22:38 ACVOPFEINFPE000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-23-2021 17:21:11 ACVOPFEINFPE000 |Salim Query 1: Opened Clin: Please review if
(UTC-03:00) City of Bouguermouh theresult is not
Buenos Aires (b) (4) 4410000 (+ 0) instead
of 441000. Please
review and update
accordingly
Dec-16-2020 13:11:47 ACVOPFEINFPE000 |/ (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 441000
Buenos Aires
| 5.cLNMT
‘ Date L ocation User Value Reason
Mar-24-2021 12:50:14 ACVOPFEINFP6000 |/(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Low
Buenos Aires 4.63
High
6.08
Unit
10M2/L
Mar-24-2021 12:41:13 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-24-2021 12:16:08 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-24-2021 12:16:08 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of (b) (4). (b) (6) Low
Buenos Aires 4630000
High
6080000
Unit
/uL
Mar-23-2021 17:27:33 ACVOPFEINFP6000 | Katherine Puig Query 1: Opened Clin: Please the Unit
(UTC-03:00) City of (b) (4) should be "uL"
Buenos Aires instead of "10"3/uL".
Please review and
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 10-Dec-2020 02:28

SiteNo: 1231

Subject No: 12315632
Generated By:

(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:43

update accordingly

Mar-23-2021 17:19:10 ACVOPFEINFP6000 | Salim Query 1: Candidate Clin: Please the Unit
(UTC-03:00) City of Bouguermouh should be "uL"
Buenos Aires (b) (4) instead of "1073/uL".
Please review and
update accordingly
Dec-16-2020 13:11:47 ACVOPFEINFP6000 (| (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 4630000
High
6080000
Unit
10"N3/uL
|5
‘ Date L ocation User Value Reason
Mar-24-2021 12:48:30 ACVOPFEINFP6000 ||(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Sponsor-Defined Ide 5
Buenos Aires ntifier:
Test:: Platelets P
X5
Result:: 370
Not Done::
Lab Normal Range: Low
163
High
337
Unit
10M9/L
Mar-24-2021 12:17:23 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-OSOO) Clty of (b) (4), (b) (6) Sponmr-Defined lde 5
Buenos Aires ntifier:
Test:: Platelets P
X5
Result:: 370000
Not Done::
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020
Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Lab Normal Range: Low
163000
High
337000
Unit
/uL
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defined Ide 5
Buenos Aires ntifier:
Test:: Platelets P
X5
Result:: 370000
Not Done::
Lab Normal Range: Low
163000
High
337000
Unit
10"N3/uL
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Oct/20/2020 Audit Trail History
Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.d Sponsor ID:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |5
Aires
‘ 5.d Test:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Platelets PX5
Aires (b)
(6)
‘ 5.d Result:
| Date L ocation User Value Reason
Mar-24-2021 12:48:30 ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) 370
Buenos Aires
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 370000
Buenos Aires
| 5.dLNMT
‘ Date L ocation User Value Reason
Mar-24-2021 12:48:30 ACVOPFEINFP6000 |[(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Low
Buenos Aires 163
High
337
Unit
10M9/L
Mar-24-2021 12:41:13 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-24-2021 12:17:23 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 10-Dec-2020 02:28

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Mar-24-2021 12:17:23 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of (b) (4), (b) (6) Low
Buenos Aires 163000
High
337000
Unit
JuL
Mar-23-2021 17:26:47 ACVOPFEINFP6000 | Katherine Puig Query 1: Opened Clin: Please the Unit
(UTC-03:00) City of (b) (4) should be "/uL"
Buenos Aires instead of "10"3/uL".
Please review and
update accordingly
Mar-23-2021 17:24:04 ACVOPFEINFP6000 |Salim Query 1: Candidate Clin: Please the Unit
(UTC-03:00) City of Bouguermouh should be "/uL"
Buenos Aires (b) (4) instead of "1073/uL".
Please review and
update accordingly
Dec-16-2020 13:11:47 ACVOPFEINFP6000 (| (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 163000
High
337000
Unit
10"N3/uL
| 5e
‘ Date L ocation User Value Reason
Mar-24-2021 12:49:11 ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
Buenos Aires entifier:
Test:: Leukocytes
PX7
Result:: 11.46
Not Done::
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020
Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Lab Normal Range Low
: 4.23
High
9.07
Unit
10M9/L
Mar-24-2021 12:19:46 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of (b) @), (o) (6) Sponsor-Defined Id 7
Buenos Aires entifier:
Test:: Leukocytes
PX7
Result:: 11460
Not Done::
Lab Normal Range Low
: 4230
High
9070
Unit
/uL
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined |d 7
Buenos Aires entifier:
Test:: Leukocytes
PX7
Result:: 11460
Not Done::
Lab Normal Range Low
: 4230
High
9070
Unit
10MN3/uL
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 5.e Sponsor 1D:

‘ Date L ocation ’ User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |7
Aires

‘ 5.e Test:

| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Leukocytes PX7
Aires ()

(6)

‘ 5.e Result:

| Date L ocation User Value Reason
Mar-24-2021 12:49:11 ACVOPFEINFP6000 |/(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) 11.46
Buenos Aires
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 11460
Buenos Aires

‘ 5eLNMT

| Date L ocation User Value Reason
Mar-24-2021 12:49:11 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Low
Buenos Aires 4.23

High
9.07
Unit
10M9/L
Mar-24-2021 12:41:13 ACVOPFEINFP6000 |Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-24-2021 12:19:46 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 10-Dec-2020 02:28

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Mar-24-2021 12:19:46 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of (b) (4), (b) (6) Low
Buenos Aires 4230
High
9070
Unit
JuL
Mar-23-2021 17:28:05 ACVOPFEINFP6000 | Katherine Puig Query 1: Opened Clin: Please the Unit
(UTC-03:00) City of (b) (4) should be "/uL"
Buenos Aires instead of "10"3/uL".
Please review and
update accordingly
Mar-23-2021 17:24:35 ACVOPFEINFP6000 |Salim Query 1: Candidate Clin: Please the Unit
(UTC-03:00) City of Bouguermouh should be "/uL"
Buenos Aires (b) (4) instead of "1073/uL".
Please review and
update accordingly
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 4230
High
9070
Unit
10"N3/uL
E
‘ Date L ocation User Value Reason
Dec-21-2020 11:52:40 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Sponsor -Defined 1d 608
Buenos Aires (b) (4) entifier:
Test:: Neutrophils_P
X608
Result:: 3.78
Not Done::
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020
Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete
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 20:43
Lab Normal Range Low
: 1.78
High
5.38
Unit
10M9/L
Dec-21-2020 11:51:55 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Sponsor -Defined 1d 608
Buenos Aires (b) (4) entifier:
Test:: Neutrophils P
X608
Result:: 3780
Not Done::
Lab Normal Range Low
: 1.78
High
5.38
Unit
10M9/L
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined |d 608
Buenos Aires entifier:
Test:: Neutrophils P
X608
Result:: 3780
Not Done::
Lab Normal Range Low
: 1780
High
5380
Unit
10"N3/uL
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.f Sponsor 1D:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 608
Aires
‘ 5.f Test:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Neutrophils_PX608
Aires (b)
(6)
‘ 5.f Result:
| Date L ocation User Value Reason
Dec-21-2020 ACVOPFEINFP6000 Santiago Corradetti Data Entry: | Changed Information
11:52:40 (b) (4 3.78
(UTC-03:00)
City of Buenos
Aires
Dec-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Clo | Response satisfies
07:10:51 sed query
(UTC-03:00)
City of Buenos
Aires
Dec-18-2020 ACVOPFEINFP6000 Santiago Corradetti Query 1: An | WBC differentials are
17:41:42 (b) (4) swered indeed entered as
(UTC-03:00) absolute values, but in
City of Buenos 1073 WL units (asitis
Aires availablein the
correspondent source
document).
Dec-18-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW6486378;Please
14:38:09 (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.
Dec-16-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: |Initia Entry
13:11:47 3780
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Dec-2020 02:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
(UTC-03:00)
City of Buenos
Aires
‘ 5f LNMT
| Date L ocation User Value Reason
Dec-21-2020 11:51:55 ACVOPFEINFPE000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Low
Buenos Aires (b) (4) 178
High
5.38
Unit
10M9/L
Dec-16-2020 13:11:47 ACVOPFEINFPG000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 1780
High
5380
Unit
10"3/uL
| 50
‘ Date L ocation User Value Reason
Dec-21-2020 11:53:50 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Sponsor -Defined Id 609
Buenos Aires (b) (4) entifier:
Test:: Eosinophils P
X609
Result:: 0.14
Not Done::
Lab Normal Range Low
: 0.04
High
0.54
Unit
10M9/L
Dec-21-2020 11:53:26 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020
Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete
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 20:43
(UTC-03:00) City of Corradetti Sponsor-Defined Id 609
Buenos Aires (b) (4) entifier:
Test:: Eosinophils_P
X609
Result:: 140
Not Done::
Lab Normal Range Low
: 0.04
High
0.54
Unit
10M9/L
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined |d 609
Buenos Aires entifier:
Test:: Eosinophils_P
X609
Result:: 140
Not Done::
Lab Normal Range Low
: 40
High
540
Unit
10"3/uL
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.g Sponsor 1D:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 609
Aires
‘ 5.9 Test:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Eosinophils_PX609
Aires (b)
(6)
‘ 5.9 Result:
| Date L ocation User Value Reason
Dec-21-2020 ACVOPFEINFP6000 Santiago Corradetti Data Entry: | Changed Information
11:53:50 (b) (4 0.14
(UTC-03:00)
City of Buenos
Aires
Dec-21-2020 ACVOPFEINFP6000 (b) (4), (b) () Query 1: Clo | Closed per site
03:58:24 sed confirmation
(UTC-03:00)
City of Buenos
Aires
Dec-18-2020 ACVOPFEINFP6000 Santiago Corradetti Query 1: An | WBC differentials are
17:41:56 (b) (4) swered indeed entered as
(UTC-03:00) absolute values, but in
City of Buenos 1073 WL units (asitis
Aires availablein the
correspondent source
document).
Dec-18-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW6486380;Please
14:38:09 (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.
Dec-16-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: |Initia Entry
13:11:47 140
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 10-Dec-2020 02:28

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
(UTC-03:00)
City of Buenos
Aires
‘ 5.gLNMT
| Date L ocation User Value Reason
Dec-21-2020 11:53:26 ACVOPFEINFPE000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Low
Buenos Aires (b) (4) 0.04
High
054
Unit
10M9/L
Dec-16-2020 13:11:47 ACVOPFEINFPG000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 40
High
540
Unit
10"3/uL
|5h
‘ Date L ocation User Value Reason
Dec-21-2020 11:54:38 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Sponsor-Defined 1d 612
Buenos Aires (b) (4) entifier:
Test:: Monocytes P
X612
Result:: 0.95
Not Done::
Lab Normal Range Low
: 0.3
High
0.82
Unit
10M9/L
Dec-21-2020 11:54:16 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020
Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete
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 20:43
(UTC-03:00) City of Corradetti Sponsor-Defined 1d 612
Buenos Aires (b) (4) entifier:
Test:: Monocytes P
X612
Result:: 950
Not Done::
Lab Normal Range Low
: 0.3
High
0.82
Unit
10M9/L
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defined I|d 612
Buenos Aires entifier:
Test:: Monocytes P
X612
Result:: 950
Not Done::
Lab Normal Range Low
: 300
High
820
Unit
10"3/uL
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
| 5.h Sponsor ID:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |612
Aires
‘ 5.h Test:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Monocytes PX612
Aires (b)
(6)
‘ 5.h Result:
| Date L ocation User Value Reason
Dec-21-2020 ACVOPFEINFP6000 Santiago Corradetti Data Entry: | Changed Information
11:54:38 (b) (4 0.95
(UTC-03:00)
City of Buenos
Aires
Dec-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Clo | Response satisfies
07:10:51 sed query
(UTC-03:00)
City of Buenos
Aires
Dec-18-2020 ACVOPFEINFP6000 Santiago Corradetti Query 1: An | WBC differentials are
17:42:12 (b) (4) swered indeed entered as
(UTC-03:00) absolute values, but in
City of Buenos 1073 WL units (asitis
Aires availablein the
correspondent source
document).
Dec-18-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW6486372;Please
14:38:09 (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.
Dec-16-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: |Initia Entry
13:11:47 950
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Dec-2020 02:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
(UTC-03:00)
City of Buenos
Aires
‘ 5h LNMT
| Date L ocation User Value Reason
Dec-21-2020 11:54:16 ACVOPFEINFPE000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Low
Buenos Aires (b) (4) 0.3
High
0.82
Unit
10M9/L
Dec-16-2020 13:11:47 ACVOPFEINFPG000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 300
High
820
Unit
10"3/uL
E
‘ Date L ocation User Value Reason
Dec-21-2020 11:55:20 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Sponsor -Defined Id 610
Buenos Aires (b) (4) entifier:
Test:: Basophils_P
X610
Result:: 0.04
Not Done::
Lab Normal Range: Low
0.01
High
0.08
Unit
10M9/L
Dec-21-2020 11:55:05 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 10-Dec-2020 02:28

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
(UTC-03:00) City of Corradetti Sponsor-Defined Id 610
Buenos Aires (b) (4) entifier:
Test:: Basophils_P
X610
Result:: 40
Not Done::
Lab Normal Range: Low
0.01
High
0.08
Unit
10M9/L
Dec-16-2020 13:11:47 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:: 40
Not Done::
Lab Normal Range: Low
10
High
80
Unit
10n3/uL
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
| 5.i Sponsor 1D:
‘ Date L ocation ’ User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | 610
Aires
‘ 5.i Test:
| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Basophils PX610
Aires (b)
(6)
|51 Result
| Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Clo | Auto closed by
00:26:25 (b) (4) sed Validation Check:
(UTC-03:00) VC_LB001_08
City of Buenos
Aires
Dec-21-2020 ACVOPFEINFP6000 auto query Query 1: An | Changed Information
11:55:20 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Dec-21-2020 ACVOPFEINFP6000 Santiago Corradetti Data Entry: | Changed Information
11:55:20 (b) (4) 0.04
(UTC-03:00)
City of Buenos
Aires
Dec-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Rei | DM: Thank you for
06:36:21 ssued:Opene | response. However
(UTC-03:00) d per CRF CR section
City of Buenos 8.39.4, WBC
Aires differentials should be
entered as absolute
values using 10"9/L
as units. Please review
and update CRF as
appropriate. Else
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 10-Dec-2020 02:28

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
clarify.
Dec-18-2020 ACVOPFEINFP6000 Santiago Corradetti Query 1: An | WBC differentials are
17:42:23 (b) (4 swered indeed entered as
(UTC-03:00) absolute values, but in
City of Buenos 1073 u/L units (asitis
Aires availablein the
correspondent source
document).
Dec-18-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW6486386;Please
14:30:57 (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.
Dec-16-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: |Initia Entry
13:11:47 40
(UTC-03:00)
City of Buenos
Aires
| 5i LNMT
‘ Date L ocation User Value Reason
Dec-21-2020 11:55:05 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Low
Buenos Aires (b) (4) 0.01
High
0.08
Unit
10M9/L
Dec-16-2020 13:11:47 ACVOPFEINFPG000 | (b)(4), (b)(6) |DataEntry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 10
High
80
Unit
10"3/uL
E
| Date L ocation User Value Reason
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/20/2020 Audit Trail History
Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Dec-21-2020 11:56:32 ACVOPFEINFPG000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Sponsor-Defined | 611
Buenos Aires (b) (4) dentifier:
Test:: Lymphocytes
PX611
Result:: 2.02
Not Done::
Lab Normal Rang Low
e 127
High
347
Unit
10M9/L
Dec-21-2020 11:55:56 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Sponsor -Defined | 611
Buenos Aires (b) (4) dentifier:
Test:: Lymphocytes
PX611
Result:: 2020
Not Done::
Lab Normal Rang Low
e 127
High
347
Unit
10M9/L
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 2020
Not Done::
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Header Text: C4591001

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

Oct/20/2020
Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

Lab Normal Rang Low
e 1270

High
3470

Unit
1073/uL
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Header Text: C4591001

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

Form Version: 10-Dec-2020 02:28
SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

| 5.j Sponsor ID:

| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |611
Aires

‘ 5.j Test:

| Date L ocation | User | Value Reason
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Lymphocytes PX611
Aires (b)

(6)

‘ 5.j Result:

| Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Clo | Auto closed by
00:26:25 (b) (4) sed Validation Check:
(UTC-03:00) VC_LB001_08
City of Buenos
Aires
Dec-21-2020 ACVOPFEINFP6000 auto query Query 1: An | Changed Information
11:56:32 (autoquery) swered
(UTC-03:00)
City of Buenos
Aires
Dec-21-2020 ACVOPFEINFP6000 Santiago Corradetti Data Entry: | Changed Information
11:56:32 (b) (4) 2.02
(UTC-03:00)
City of Buenos
Aires
Dec-21-2020 ACVOPFEINFPE000 (b) (4), (b) (6) Query 1: Rei | DM1: Per CR section
03:35:43 ssued:Opene | 8.39.4. ‘ Lymphocytes
(UTC-03:00) d should be entered as
City of Buenos absolute values using
Aires 10M9/L asunits'.

Please consider
updating data.

Dec-18-2020 ACVOPFEINFP6000 Santiago Corradetti Query 1: An | WBC differentials are
17:42:35 (b) (4) swered indeed entered as
(UTC-03:00) absolute values, but in
City of Buenos 10"3 u/L units (asitis
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 10-Dec-2020 02:28

SiteNo: 1231

Subject No: 12315632

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Aires availablein the
correspondent source
document).
Dec-18-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW6486373;Please
14:38:09 (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.
Dec-16-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: |Initia Entry
13:11:47 2020
(UTC-03:00)
City of Buenos
Aires
| 5j LNMT
‘ Date L ocation User Value Reason
Dec-21-2020 11:55:56 ACVOPFEINFP6000 | Santiago Data Entry: Changed Information
(UTC-03:00) City of Corradetti Low
Buenos Aires (b) (4) 1.27
High
3.47
Unit
10M9/L
Dec-16-2020 13:11:47 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 1270
High
3470
Unit
10"3/uL
Page 280 of 323

*** Confidential***
FDA-CBER-2021-5683-0891299




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

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: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
Date L ocation User Value Reason
Oct-21-2020 15:53:38 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
Page 281 of 323

FDA-CBER-2021-5683-0891300




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12315632

Generated By: (b) (4)

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 20:43

Back to Form

Date L ocation User Value Reason
Oct-26-2020 10:58:28 ACVOPFEINFP6000 | Maria Beretta | Form Created
(UTC-03:00) City of Buenos (b) (4)
Aires
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

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 20:43

Back to Form

*** Confidential***

Date L ocation User Value Reason
Dec-11-2020 14:18:42 ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of Buenos (4),
Aires (b)
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12315632

Generated By: (b) (4)

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 20:43

Back to Form

Date L ocation User Value Reason
Dec-11-2020 15:59:19 ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of Buenos (8
Aires (b)
(6)
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Subject No: 12315632

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 06-Jul-2020 21:53

Form: IMAGING - 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 20:43

Back to Form

| 1. Date of Assessment:

‘ Date L ocation ’ User | Value Reason
Oct-21-2020 15:50:27 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Unknown
Aires

‘ 2. Location of Assessment:

| Date L ocation | User | Value Reason
Oct-21-2020 15:53:38 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) CHEST
Aires

| 3. Type of Imaging Exam:

‘ Date L ocation User Value Reason
Oct-26-2020 11:39:06 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
Oct-26-2020 10:59:38 ACVOPFEINFP6000 |MariaBeretta | Query 1: Answered Data has been
(UTC-03:00) City of (b) (4) updated Thank you
Buenos Aires
Oct-23-2020 22:25:15 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Opened CRA: please add a
(UTC-03:00) City of (b) (4), (b) (6) new row to refer that
Buenos Aires subject had an XRay

too, in UNK date and
with UNK result.
Thanks-.
Oct-21-2020 15:53:38 ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-03:00) City of (b) (6) CT SCAN
Buenos Aires

‘ 4, Assessment:

| Date L ocation User Value Reason
Oct-29-2020 15:30:49 ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Oct-29-2020 09:01:27 ACVOPFEINFP6000 | Andia Query 2: Answered Basdl fibrosistracts
(UTC-03:00) City of Castellano with small left
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/20/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12315632

Form: IMAGING - 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 20:43
Buenos Aires (b) (4) consolidation. The
radiografy study is
referred by the
volunteer. The result
of the epicrisis does
not appear.
Oct-28-2020 12:15:28 ACVOPFEINFP6000 |/(b) (4), Query 2: Reissued:Opened It appearsthat thereis
(UTC-03:00) City of (b) (6) still acarriage return,
Buenos Aires please backspace
between
‘consolidation.' and
‘The' to removeit.
Oct-27-2020 16:32:36 ACVOPFEINFPG000 | auto query Query 2: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-27-2020 16:32:36 ACVOPFEINFPE000 |JulietaGelardi | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) ABNORMAL
Buenos Aires If abnormal, specify findings:
Basal fibrosis tracts with small le
ft consolidation.The radiografy s
tudy isreferred by the volunteer.
The result of the epicrisisdoesn
ot appear.
Oct-27-2020 10:36:16 ACVOPFEINFP6000 | Erica Weaver Query 2: Reissued:Opened Hi, it appears that
(UTC-03:00) City of (b) (4) thereis still acarriage
Buenos Aires return, please
backspace between
‘consolidation.' and
‘"The' to removeit.
Oct-26-2020 17:34:03 ACVOPFEINFPG000 | auto query Query 2: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-26-2020 17:34:03 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of ABNORMAL
Buenos Aires If abnormal, specify findings:
Basal fibrosis tracts with small le
ft consolidation.
The radiography study isreferre
d by the volunteer. the result of t
he epicrisis does not appear
Oct-26-2020 12:33:48 ACVOPFEINFP6000 | Swaranjali Query 2: Opened DM: A carriageis
(UTC-03:00) City of Subhash Pawar identified. To avoid
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Header Text: C4591001

Oct/20/2020

SiteNo: 1231

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 06-Jul-2020 21:53

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Buenos Aires (b) (4) processing errors,

please remove the
identified character by
deleting the entry and
re-entering the data

Basal fibrosis tracts with small le
ft consolidation.

The radiography study isreferre
d by the volunteer, the result of t
he epicrisis does not appear.

(without using copy
and paste).
Oct-23-2020 22:24:15 ACVOPFEINFPE000 | (b) (4). (b) (6) Query 1: Closed Other query more
(UTC-03:00) City of (b) (4), (b) (6) specific will be open.
Buenos Aires
Oct-23-2020 19:57:13 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of (b) (4), (b) (6) ABNORMAL
Buenos Aires If abnormal, specify findings:

Oct-23-2020 19:56:23
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

auto query
(autoquery)

Query 1: Answered

New Information

Oct-23-2020 19:56:23
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
ABNORMAL

If abnormal, specify findings:

Basal fibrosis tracts with small le
ft consolidation.

New Information

Oct-23-2020 12:02:08 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1. Opened CRA: Please note that

(UTC-03:00) City of (b) (4), (b) (6) as per source, it is

Buenos Aires known the
interpretation of CT
scan, so please
include. Additionaly,
add arow to mention
that RX was done,
athough
interpretation is
unknown. Thanks.

Oct-21-2020 15:53:38 ACVOPFEINFP6000 |/(b) (4). (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of UNKNOWN

Buenos Aires
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Header Text: C4591001

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

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

Subject No: 12315632
Generated By: (b) (4)

Form: IMAGING - 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 20:43

Back to Form

| 1. Date of Assessment:

‘ Date L ocation User Value Reason
Oct-26-2020 10:58:39 ACVOPFEINFP6000 |MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Unknown
Buenos Aires

| 2. Location of Assessment:

| Date L ocation User Value Reason
Oct-26-2020 10:58:28 ACVOPFEINFP6000 |MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) CHEST
Buenos Aires

‘ 3. Type of Imaging Exam:

| Date L ocation User Value Reason
Oct-26-2020 10:58:28 ACVOPFEINFP6000 |MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) X-RAY
Buenos Aires

| 4. Assessment:

‘ Date L ocation User Value Reason
Oct-26-2020 10:58:28 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) UNKNOWN
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING - eCRF Audit Trail History
Oct/20/2020
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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Date of Assessment:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 14:18:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Dec/2/2020
Aires (b)

(6)

| 2. Location of Assessment:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 14:18:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, CHEST
Aires (0)

(6)

| 3. Type of Imaging Exam:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 14:18:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, CT SCAN
Aires 2

(6)

| 4. Assessment:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 14:18:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, ABNORMAL
Aires EZ§ If abnormal, specify findings:

Moderate pericardial effusion and le

ft pleural effusion associated with at

electasis of the underlying segments
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Header Text: C4591001

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

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

Subject No: 12315632

Form: IMAGING - 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 20:43

Back to Form

| 1. Date of Assessment:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 15:59:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, Nov/24/2020
Aires (0)

(6)

| 2. Location of Assessment:

‘ Date L ocation ’ User | Value Reason
Dec-11-2020 15:59:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, OTHER
Aires Eg; If other, specify:

Heart

‘ 3. Type of Imaging Exam:

| Date L ocation | User | Value Reason
Dec-11-2020 15:59:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, ULTRASOUND
Aires (b)

(6)

‘ 4, Assessment:
| Date L ocation | User | Value Reason
Dec-11-2020 15:59:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @, ABNORMAL
Aires Eg; If abnormal, specify findings:

Thickening of the parieta pericardiu
m and occupation of the pericardial
space with a structure of heterogene
ous density
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Header Text: C4591001

Generated By: (b) (4)

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

on Dec/29/2020 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: 12315632 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Dec-30-2020 12:06:34 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Dec/29/2020
Buenos Aires

| 3. COVID-19 IlIness Visit:

| Date L ocation User Value Reason
Dec-30-2020 12:06:34 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COVID Al
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

on Dec/29/2020

Form Version: 22-Apr-2020 21:03

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: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

‘ 1. Data Origin

| Date L ocation | User | Value Reason
Dec-30-2020 12:06:44 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
Dec-30-2020 12:06:44 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
Dec-30-2020 12:42:03 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-30-2020 12:06:44 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.
Dec-30-2020 12:06:44 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Dec/29/2020

‘ 5a

| Date L ocation User Value Reason
Dec-30-2020 12:42:03 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) Sample | D: BPTBR2
Buenos Aires

| 5.aSample D

‘ Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit

on Dec/29/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12315632

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 20:43
Dec-30-2020 12:42:03 ACVOPFEINFPE000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BPTBR2
Buenos Aires

|50

| Date L ocation User Value Reason
Dec-30-2020 13:11:27 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample |D: BRVNND
Buenos Aires

| 5.b Sample 1D

‘ Date L ocation User Value Reason
Dec-30-2020 13:11:27 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BRVNND
Buenos Aires

| 5.c

| Date L ocation User Value Reason
Dec-30-2020 13:11:37 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) Sample | D: BRVNNF
Buenos Aires

‘ 5.c Sample|D

| Date L ocation User Value Reason
Dec-30-2020 13:11:37 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BRVNNF
Buenos Aires

|5

‘ Date L ocation User Value Reason
Dec-30-2020 13:13:53 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample 1D: BRVNLY
Buenos Aires

| 5.d Sample ID

| Date L ocation User Value Reason
Dec-30-2020 13:13:53 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BRVNLY
Buenos Aires
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29
Site No: 1231

Subject No: 12315632

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 20:43

Back to Form

‘ 1. Date of Completion/Discontinuation/Death :

| Date L ocation User Value Reason
Dec-30-2020 12:38:36 ACVOPFEINFP6000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (4), (b) (6) | Dec/29/2020
Aires

| 2. Phase of Disposition:

‘ Date L ocation ’ User ’ Value Reason
Dec-30-2020 12:38:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | VACCINATION
Aires

‘ 3. Status:

| Date L ocation User Value Reason
Dec-30-2020 12:38:36 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (4), (b) (6) | COMPLETED
Aires
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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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason

Dec-13-2020 19:05:22 ACVOPFEINFP6000 | (b) (4), (b) Form Deleted Based on

(UTC-03:00) City of Buenos (6) summary

Aires discharge
information the
event was no
longer
considered asa
Serious Adverse
Event and was
reported as
potential Covid
lIness.

Nov-03-2020 09:33:25 ACVOPFEINFP6000 | (b) (4), (b) Form Undeleted New Information

(UTC-03:00) City of Buenos (6)

Aires

Oct-26-2020 10:16:17 ACVOPFEINFP6000 |(b) (4), (b) (6) |Form Deleted The eventisno

(UTC-03:00) City of Buenos longer

Aires considered a
serious adverse
eventand is
reported as a
Probable Covid
Disease. Thank
you.

Oct-19-2020 13:37:41 ACVOPFEINFP6000 | (b) (4), (b) Form Created

(UTC-03:00) City of Buenos (6)

Aires
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Header Text: C4591001

090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (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: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
Back to Form
Date L ocation User Value Reason
Nov-05-2020 09:11:12 ACVOPFEINFP6000 | (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: 12315632
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

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 20:43

Back to Form

Date

Location

User Value

Reason

Dec-03-2020 13:16:49
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFPG000

(b) (4). (b) | Form Created
(6)

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

SiteNo: 1231

Subject No: 12315632

Generated By:

(b) (4)

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:43

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

‘ 1. Category:
| Date L ocation | User | Value Reason
Oct-19-2020 13:37:41 ACVOPFEINFP6000 | autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |ADVERSE EVENT
Aires
| 2. AE |D:
‘ Date L ocation ’ User | Value Reason
Oct-19-2020 13:37:41 ACVOPFEINFP6000 | autocalc 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
Dec-11-2020 ACVOPFEINFP6000 (b) (4), Query 4: Closed Response satisfies
12:31:19 (b) (6) query
(UTC-03:00) City (b) (4), (b) (6)
of Buenos Aires
Dec-09-2020 ACVOPFEINFP6000 auto query Query 4: Answered | Transcription
13:59:03 (autoquery) Error
(UTC-03:00) City
of Buenos Aires
Dec-09-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Transcription
13:59:03 (6) Potential COVID-1 | Error
(UTC-03:00) City 9illnes
of Buenos Aires
Dec-08-2020 ACVOPFEINFP6000 (b) (4), Query 4: Opened CLINICAL Event
15:25:11 (b) (6) term is Probable
(UTC-03:00) City (b) (4), (b) (6) COVID-19illness;
of Buenos Aires however, SAE
eventtermis
Suspected
COVID-19 llIness.
Please review,
harmonize
reporting, and
update in the
appropriate
location.
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1231

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

Argerich
Subject No: 12315632 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
*%* THIS REPEATING FORM HAS BEEN DELETED *#**

Dec-08-2020 ACVOPFEINFP6000 (b) (4), Query 3: Closed update wording

15:24:45 (b) (6)

(UTC-03:00) City

of Buenos Aires

Dec-05-2020 ACVOPFEINFP6000 (b) (4), Query 3: Opened CLINICAL Event

22:02:17 (b) (6) term is Probable

(UTC-03:00) City (b) (4), (b) (6) COVID-19 illness;

of Buenos Aires however, SAE
event term is
Suspected
COVID-19 Illness.
Please review,
harmonize
reporting, and
update in the
appropriate
location.

Nov-03-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: Closed Discrepancy has

13:50:06 Oracle been closed.

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

of Buenos Aires

Nov-03-2020 ACVOPFEINFP6000 auto query Query 2: Answered | Transcription

11:29:15 (autoquery) Error

(UTC-03:00) City

of Buenos Aires

Nov-03-2020 ACVOPFEINFP6000 (b) (4), Data Entry: Transcription

11:29:15 (b) (6) Probable COVID-1 | Error

(UTC-03:00) City (b) (4). (b) (6) 9 illnes

of Buenos Aires

Nov-03-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: Opened Clarify

10:26:38 Oracle PROBABLE

(UTC-03:00) City (b) (4) COVID ILLNESS

of Buenos Aires as follows...The
term appears
incomplete. Are
you reporting
PROBABLE
COVID-19
ILLNESS? If so,
update the
verbatim term as
such. Otherwise
clarify and edit the
term. Thank you.
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12315632

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, 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 20:43
*** THISREPEATING FORM HASBEEN DELETED ***

Nov-03-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: According to the

09:37:05 (6) probable COVID ill | discharge

(UTC-03:00) City ness summary the swab

of Buenos Aires results were
negativa for
SARS-COV2. The
cause of the

potencia Covid
IlIness is unknown

as no other
microbiological
studies were
performed.
Oct-23-2020 ACVOPFEINFP6000 Salim Query 1: Closed Response satisfies
11:26:36 Bouguermouh query
(UTC-03:00) City (b) (4)
of Buenos Aires
Oct-23-2020 ACVOPFEINFP6000 Salim Query 1: Reissued: | Clin: Per protocol
11:25:01 Bouguermouh | Opened section 8.3.7.,
(UTC-03:00) City (b) (4) potential
of Buenos Aires COVID-19 relate
PNEUMONIA
does not qualify as
AE and please
should be
documented
ONLY onthe
COVID lllness
CRF SOD form
and should not be
captured on the
AE CRF page.
Oct-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) |[Query 1: Answered | The COVID visit
15:58:59 charge has already
(UTC-03:00) City been carried out.
of Buenos Aires Thank you.
Oct-20-2020 ACVOPFEINFP6000 Salim Query 1: Opened Clin: Per protocol
10:33:19 Bouguermouh section 8.1.,
(UTC-03:00) City (b) (4) potential
of Buenos Aires COVID-19 related
PNEUMONIA
should have please
triggered a
COVID llIness
Visit irrespective
of perceived
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020
Site No: 1231

Subject No: 12315632

21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, 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 20:43
*** THISREPEATING FORM HASBEEN DELETED ***
etiology or clinical
significance and a
nasal swab
collected ASAP.
Oct-19-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initia Entry
13:37:41 (6) pneumonia
(UTC-03:00) City
of Buenos Aires
| 4. Start Date Time:
‘Dale L ocation |User |Value Reason
Oct-19-2020 13:37:41 ACVOPFEINFPs000 |(D) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/17/2020 09:00
Aires
| 5. Isthe adverse event still ongoing?
| Date L ocation | User |Value Reason
Dec-14-2020 13:51:04 ACVOPFEINFP6000 | Juleen Query 1: Closed Response satisfies
(UTC-03:00) City of Buenos Gayed query
Aires (b) (4)
Dec-13-2020 19:04:27 ACVOPFEINFP6000 |/(b) (4), (b) | Query 1: Answered Based on summary
(UTC-03:00) City of Buenos (6) discharge information
Aires the event was no
longer considered asa
Serious Adverse Event
and was reported as
potential Covid
IlIness.
Dec-11-2020 11:47:40 ACVOPFEINFP6000 | Juleen Query 1: Opened Clin: Please confirm if
(UTC-03:00) City of Buenos Gayed this AE is still
Aires (b) (4 ongoing
Oct-19-2020 13:37:41 ACVOPFEINFPGE000 |/(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (6) YES
Aires
| 6. Toxicity Grade:
| Date L ocation User Value Reason
Nov-04-2020 17:38:58 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (4), (b) (6) query
Buenos Aires
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*** THISREPEATING FORM HASBEEN DELETED ***

Nov-04-2020 17:16:12 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

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

Buenos Aires

Nov-04-2020 17:16:12 ACVOPFEINFP6000 |Adolfo Gonzalez |DataEntry: Transcription Error

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

Buenos Aires

Nov-04-2020 14:55:41 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1. Opened CLINQUERY:

(UTC-03:00) City of (b) (4), (b) (6) Toxicity grade on

Buenos Aires COVID llIness
Details CRF is 4.
Please reconcile and
update the CRF as
appropriate, else
clarify.

Oct-19-2020 13:37:41 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) 3

Buenos Aires

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason

Dec-17-2020 13:49:47 ACVOPFEINFP6000 |/ (b) (4), Query 7: Closed closing query asAE is
(UTC-03:00) City of (b) (6) deleted

Buenos Aires (b) (4), (b) (6)

Dec-13-2020 19:03:58
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 7: Answered

Based on summary
discharge information
the event was no longer
considered as a Serious
Adverse Event and was
reported as potential
Covid llIness.

Dec-10-2020 17:47:09
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

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

Query 7: Reissued: Opened

CLINICAL - this
question was to submit
Hospitalization dates
for SAE #2020480698

Dec-10-2020 17:46:30
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

(b) (4), (b) (6)
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*** THISREPEATING FORM HASBEEN DELETED ***

Dec-10-2020 15:41:24
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 8: Answered

A follow-up form for
the adverse event is sent
with said information
and clarifying that the
tests for Covid carried
out on October 19 and
20, 2020 (Negative
results) correspond to
the first event that
required hospitalization.

Dec-10-2020 15:40:59
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG6000

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

Query 7: Answered

A follow-up form for
the adverse event is sent
with said information
and clarifying that the
testsfor Covid carried
out on October 19 and
20, 2020 (Negative
results) correspond to
the first event that
required hospitalization.

(UTC-03:00) City of
Buenos Aires

*** Confidential***
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Dec-08-2020 15:46:50 ACVOPFEINFP6000 | (b) (4), Query 8: Opened Clinical SAE

(UTC-03:00) City of (b) (6) (#2020405021) report

Buenos Aires (b) (4), (b) (6) has1 COVID testinlab
section with no date.
Later SAE
(#2020480698) reports
neg Covid tests on
190ct & 200ct. If these
are Hosp tests from 1st
admission, please report
in lab section of
#2020405021

Dec-08-2020 15:41:28 ACVOPFEINFPE000 |/ (b) (4), Query 7: Opened CLINICAL please

(UTC-03:00) City of (b) (6) submit hospitalization

Buenos Aires (b) (4), (b) (6) dates (per narrative
started 180ct20) asa
SAE safety update

Dec-08-2020 15:41:01 ACVOPFEINFP6000 |'(b) (4), Query 6: Closed typo

(UTC-03:00) City of (b) (6)

Buenos Aires (b) (4), (b) (6)

Dec-08-2020 15:26:25 ACVOPFEINFP6000 | (b) (4), Query 6: Opened CLINICAL please

submit hospitalization
dates (per narrative
started 080ct20) asa
SAE safety update

FDA-CBER-2021-5683-0891322




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, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12315632 Subject Initials: ---

090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43
*** THISREPEATING FORM HASBEEN DELETED ***

Nov-04-2020 06:53:08 ACVOPFEINFP6000 |/(b) (4), (b) Query 5: Deleted Query can be addressed

(UTC-03:00) City of (6) internally

Buenos Aires

Nov-03-2020 11:29:15 ACVOPFEINFP6000 | auto query Query 5: Candidate For AE Probable

(UTC-03:00) City of (autoquery) COVID-19illnes:

Buenos Aires Response to "Isthe
adverse event serious?'
is'Yes but "Serious
Adverse Event
Number" is blank.

Nov-03-2020 09:37:05 ACVOPFEINFP6000 | auto query Query 5: Candidate For AE probable

(UTC-03:00) City of (autoquery) COVID illness:

Buenos Aires Response to "Isthe
adverse event serious?"
is'Yes but "Serious
Adverse Event
Number" is blank.

Nov-03-2020 09:33:25 ACVOPFEINFP6000 | auto query Query 5: Candidate For AE pneumonia:

(UTC-03:00) City of (autoquery) Response to "Isthe

Buenos Aires adverse event serious?'
is'Yes but "Serious
Adverse Event
Number" is blank.

Oct-27-2020 03:24:02 ACVOPFEINFP6000 |/(b) (4), (b) Query 3: Closed event deleted in Inform

(UTC-03:00) City of (6)

Buenos Aires

Oct-26-2020 10:16:17 ACVOPFEINFP6000 | auto query Query 3: Answered The event is no longer

(UTC-03:00) City of (autoquery) considered a serious

Buenos Aires adverse event and is
reported as a Probable
Covid Disease. Thank
you.

Oct-26-2020 09:58:25 ACVOPFEINFP6000 | (b) (4), Query 4: Deleted CLINICAL - please

(UTC-03:00) City of (b) (6) submit a SAE safety

Buenos Aires (b) (4), (b) (6) update with the
Hospital COVID test
results.

Oct-26-2020 09:06:23 ACVOPFEINFP6000 |(b) (4), (b) Query 4: Candidate SAE RECON:

(UTC-03:00) City of (6) AER#2020405021,the

Buenos Aires (b) (4), (b) (6) term in Safety database
was updated to
'POTENTIAL COVID
ILLNESS and was
deemed Invalid with
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*** THISREPEATING FORM HASBEEN DELETED ***

reason'the event was
considered an efficacy
endpoint.' Please
review.|f safety update
is required,submit a
follow-up SAE Form

Oct-26-2020 09:05:19
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 2: Closed

update query text

Oct-24-2020 10:28:50
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 3: Opened

SAE RECON:
AER#2020405021,the
term in Safety dtabase
was updated to
'POTENTIAL COVID
ILLNESS and was
deemed with reason 'as
the event was
considered an efficacy
endpoint.' Please review
event. If safety update
isrequired, submit a
follow-up SAE Form.

Oct-24-2020 10:22:33
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 1: Deleted

Query can be addressed
internally

Oct-23-2020 20:04:43
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 2: Answered

Itisloaded in
POT_COVID_ILL 1,
MICROBIOLOGY
SPECIMEN. Hewas
swabbed on 10/19/2020
and the result was
negative.
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Generated Time (GMT): 29-Mar-2021 20:43

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

7. 1sthe 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

Oct-23-2020 15:24:41 ACVOPFEINFP6000 |/ (b) (4), Query 2: Opened Clinical - SAE report
(UTC-03:00) City of (b) (6) states COVID test
Buenos Aires (b) (4), (b) (6) performed whilein

hospital; however, no
test date is recorded.
Please include test
date aswell astest
result, in the SAE

safety update.
Oct-19-2020 13:37:41 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE pneumonia:
(UTC-03:00) City of (autoquery) Response to "Isthe
Buenos Aires adverse event

serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.

Oct-19-2020 13:37:41
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

(b) (4), (b) Data Entry: Initial Entry
(6) YES

Isthis serious event associated with

congenital anomaly or birth defect?

NO

Did this serious event result in deat
h?

NO

Did this serious event require or pr
olong hospitalization?

YES
Did this serious event result in pers

istent or significant disability/incap
acity?
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*** THISREPEATING FORM HASBEEN DELETED ***

NO

Isthis serious event life threatening
?

NO

Other medically important serious
event

NO

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

Date L ocation |User |VaJue Reason
Oct-19-2020 13:37:41 ACVOPFEINFP000 |(0) (4),  |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

| 9. Isthis event related to study treatment:

|Da1e L ocation |User |VaJue Reason
Oct-19-2020 13:37:41 AcVOPFEINFP000 |(B) (4), (B)| Data Entry: Initial Entry
(UTC-03:00) City of Buenos (6) NOT RELATED

Aires 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:
| Date L ocation | User | Value Reason
Oct-19-2020 13:37:41 ACVOPFEINFP000 |(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
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*** THISREPEATING FORM HASBEEN DELETED ***

Oct-19-2020 13:37:41 ACVOPFEINFP6000 | (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
Oct-19-2020 13:37:41 ACVOPFEINFP6000 |(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?:

|Da1e L ocation |User |VaJue Reason
Oct-19-2020 13:37:41 ACVOPFEINFP6000 | (D) (4), |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT RECOVERED/NOT RESOLVE
Aires D

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

’Date L ocation |User |VaJue Reason
Oct-19-2020 13:37:41 AcvOPFEINFPe000 |(B) (4),  |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

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

’ Date L ocation | User | Value Reason
Nov-05-2020 06:58:41 ACVOPFEINFPs000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 2020405021
Aires
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Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Nov-05-2020 09:11:12 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-05-2020 09:11:12 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-05-2020 09:11:12 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Gastroesophageal reflux disease
Aires

| 4. Start Date Time:

‘ Date L ocation User Value Reason
Nov-05-2020 09:11:12 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/30/2020 08:00
Aires

| 5. Isthe adverse event till ongoing?

| Date L ocation User Value Reason
Dec-12-2020 10:25:03 ACVOPFEINFP6000 |/ (b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:

Dec/11/2020 18:39
Nov-05-2020 09:11:12 ACVOPFEINFP6000 |/(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
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Nov-05-2020 09:11:12 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of Buenos (b) (6) 2

Aires

7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; 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-05-2020 09:11:12 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-05-2020 09:11:12 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-05-2020 09:11:12 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:
Unknown
‘ 10. Latest Action Taken with Study Treatment:
| Date L ocation User Value Reason
Nov-05-2020 09:11:12 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT APPLICABLE

Aires

| 11. Was a Concomitant Medication given?
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‘ Date L ocation User Value Reason
Nov-05-2020 09:11:12 ACVOPFEINFP6000 |[(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
Mar-08-2021 14:13:40 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Query created by CRA
(UTC-03:00) City of (b) (6) mistake.
Buenos Aires
Mar-08-2021 13:52:00 ACVOPFEINFP6000 |/(b) (4), (b) Query 1: Answered The radiography
(UTC-03:00) City of (6) performed was not a
Buenos Aires non-pharmacol ogical
treatment. It wasa
diagnostic study. Thank
you
Mar-08-2021 10:59:59 ACVOPFEINFP6000 |/ (b) (4), Query 1: Opened As per medical records,
(UTC-03:00) City of (b) (6) subject required
Buenos Aires non-pharmacol ogical
treatment, as a gastro-
esophageal radiographs
were performed On
09-DIC-2020. Please
review and amend if
appropriate. Thank you!
Nov-05-2020 09:11:12 ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
| 13. What was the outcome of this adverse event?:
‘ Date L ocation User Value Reason
Dec-12-2020 19:53:07 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-12-2020 19:53:07 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) RECOVERED/RESOLVED
Buenos Aires
Dec-12-2020 10:25:03 ACVOPFEINFPE000 |auto query | Query 1: Opened For AE
(UTC-03:00) City of (autoquery) Gastroesophageal
Buenos Aires reflux disease:
Response to "What was
the outcome of this
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adverse event?' is'Not
Recovered/Not
Resolved' but AE End
Date/Timeis present.
Nov-05-2020 09:11:12 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RECOVERED/NOT RESOLVE
Buenos Aires D
‘ 14. Did the adverse event cause the subject to be discontinued from the study?
| Date L ocation User Value Reason
Nov-05-2020 09:11:12 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
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Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Dec-03-2020 13:16:49 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | ADVERSE EVENT

Aires

‘ 2. AE ID:

| Date L ocation | User | Value Reason
Dec-03-2020 13:16:49 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
Feb-26-2021 00:13:39 ACVOPFEINFP6000 | (b)(4), Query 5: Closed Response satisfies
(UTC-03:00) City of ®) (6) query
Buenos Aires (b) (4), (b) (6)

Feb-24-2021 12:13:34
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) Query 5: Answered On the Fu on FEB 04,

® it was clarified that the
result will be by the
end of March:
"Pericardial culture
(JAN 14, 2021):
pending result.
According to the
patient, it will be MAR
29, 2021." Assoon as
you have the
cultivation report, it
will be sent.

Feb-23-2021 18:52:00
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Clinica Please submit
a SAE safety update to
report the result of
pericardiafluid culture
from Jan 2021
procedure

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

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

Query 5: Opened

Feb-16-2021 20:50:11
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

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

Query 4: Closed Response satisfies

query
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Feb-05-2021 12:02:39 ACVOPFEINFP6000 | (b) (4), (b) Query 4: Answered SAE safety update was

(UTC-03:00) City of ®) sent.

Buenos Aires

Feb-03-2021 01:38:07 ACVOPFEINFP6000 | (b) (4), Query 4: Opened Clinica Please submit

(UTC-03:00) City of () () a SAE safety update

Buenos Aires (b) (4), (b) (6) for results of 13Jan21
pericardial biopsy

Feb-03-2021 01:37:33 ACVOPFEINFP6000 | (b) (4), Query 3: Closed rewording

(UTC-03:00) City of ®)(®)

Buenos Aires (b) (4), (b) (6)

Feb-01-2021 23:41:15 ACVOPFEINFP6000 | (b) (4), Query 3: Opened Clinical - please leave

(UTC-03:00) City of ®) (6) query open until

Buenos Aires (b) (4), (b) (6) 14Jan21 pericardia
biopsy results can be
reported in a SAE
safety update

Jan-13-2021 11:04:06 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response setisfies

(UTC-03:00) City of
Buenos Aires

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

query

Dec-29-2020 14:26:03
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Answered

The 1st episode was
sent SAE, later it was
continued as Enf.
Covid. At the request
of the sponsor,
"pericarditis’ was
reported as SAE. So
the event was
considered from the
beginning of the
symptoms. Two
distinct SAEs are not
considered clinically.

Dec-23-2020 00:44:32
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG6000

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

(b) (4). (b) (6)

Query 1: Reissued:Opened

CLINICAL Inthe
SAE event section, for
Pericarditis, one
hospitalization Oct
18-20 is reported.
Please also report the
2nd Hospitalization
beginning in
November in the SAE
event section for
hospitalization details.

Dec-18-2020 11:21:11
(UTC-03:00) City of

ACVOPFEINFPG000

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

Query 1: Answered

Please clarify. Inthe
narrative the two
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Buenos Aires hospitalizations are

specified with the
corresponding
sequence of the event.

Dec-17-2020 13:46:09
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

(b) (4). (b) (6)

Query 2: Closed

Response satisfies
query

Dec-17-2020 10:54:26
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 2: Answered

Phone contact at
16DEC: The patient
persists with dyspnea
and a productive
cough. According to
the volunteer, on DEC
18, 2020 anew chest
CT will be performed
and, on DEC 21, 2020,
a check-up with the
chest surgeon.
Pericardial biopsy is
pending.

Dec-16-2020 21:31:44
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

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

Query 1: Reissued:Opened

CLINICAL Thank
you; both
hospitalizations should
clearly bein Narrative.
For the SAE event
section, on the SAE
Pericarditis
specificaly, please
report the
hospitalization that
examined this SAE
(18Nov-05Dec)

Dec-16-2020 17:49:08
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG6000

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

Query 1: Answered

In narrative it refersto
2 hospitalizations, the
1st from October 18 to
20 (as aprecursor to
the entire event). the
2nd on NOV 18. The
date of admission for
Pericarditisis from
NOV 18to DEC 5,
since SAE was
examined from that
hospitalization.

Dec-15-2020 21:04:37
(UTC-03:00) City of

ACVOPFEINFP6000

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

Query 2: Opened

CLINICAL SAE
information reports
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Buenos Aires (b) (4), (b) (6) last subject contact
06Dec20, awaiting
pericardial Bx by
Thoracic surgery.
Please update SAE
with any followup, and
if the biopsy has
occurred.

Dec-15-2020 21:02:33 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Clinical -

(UTC-03:00) City of (b) (6) Hospitalization for

Buenos Aires SAE Pericarditisis
reported in the SAE
event section as Oct
18-20 (AER
#2020480698);
however, the narrative
states that
hospitalization for
pericarditis occurred
from Nov 18 to Dec 5.
Please review &
update as required

Dec-03-2020 13:16:49 ACVOPFEINFP6000 |/(b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) Pericarditis

Buenos Aires

‘ 4. Start Date Time:
| Date L ocation User Value Reason

Dec-20-2020 21:07:24 ACVOPFEINFP6000 |’ (b) (4), Query 1: Closed onset datein AE &

(UTC-03:00) City of () (®) SAE both 170ct20

Buenos Aires (b) (4), (b) (6) now

Dec-18-2020 11:16:57 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error

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

Buenos Aires

Dec-18-2020 11:16:57 ACVOPFEINFP6000 || (b) (4), (b) Data Entry: Transcription Error

(UTC-03:00) City of ®) Oct/17/2020 09:00

Buenos Aires

Dec-17-2020 08:58:52 ACVOPFEINFPG000 |(b) (4). (b) (6) Query 1: Opened SAE RECON:

(UTC-03:00) City of AER#2020480698

Buenos Aires ,onset date was
recorded as 170ct2020
in Safety database
however, updated to
18Nov2020 on AE
CRF. Please confirm
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correct Onset Date. If
safety update is
required, please submit
afollow-up SAE form.

Dec-16-2020 17:44:23 ACVOPFEINFP6000 | (b)(4), (b) (6) | DataEntry: New Information
(UTC-03:00) City of Nov/18/2020 UNK:UNK

Buenos Aires

Dec-03-2020 13:16:49 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ®) Oct/17/2020 18:00

Buenos Aires

| 5. Isthe adverse event still ongoing?

‘ Date L ocation ‘ User ’ Value Reason
Feb-01-2021 16:02:19 ACVOPFEINFP6000 |(®) (4). (b) (6) | Query 1: Closed Response satisfies
(UTC-03:00) City of Buenos (b) (4), (b) (6) query
Aires
Feb-01-2021 15:54:04 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered the event is still
(UTC-03:00) City of Buenos (b) (4), (b) (6) ongoing
Aires
Feb-01-2021 14:42:29 ACVOPFEINFP6000 |(b) (4). (b) (6) | Query 1: Opened GPD CLIN: Please
(UTC-03:00) City of Buenos (b) (4), (b) (6) review if this event
Aires Pericarditis remains

ongoing or if an
update to thisfield and
outcome status can be
entered.
Dec-17-2020 10:59:21 ACVOPFEINFP6000 || (b) (4), (b) |DataEntry: Transcription Error
(UTC-03:00) City of Buenos ®) YES
Aires
Dec-16-2020 17:45:09 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of Buenos (0)(6) NO
Aires End Date Time:
Dec/5/2020 UNK:UNK
Dec-03-2020 13:16:49 ACVOPFEINFP6000 || (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ®) YES
Aires

‘ 6. Toxicity Grade:

| Date | L ocation | User |Value | Reason
Dec-03-2020 13:16:49 ACVOPFEINFP6000 |®) (). ®)(©) | Data Entry: Initial Entry
(UTC-03:00) City of Buenos 2
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Aires |(b) (4). (b) (6) |

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation | User | Value Reason
Dec-07-2020 07:04:03 ACVOPFEINFP6000 |/ (b)(@). () | Query 2: Closed Response satisfies
(UTC-03:00) City of ®) query
Buenos Aires
Dec-04-2020 10:55:57 ACVOPFEINFP6000 | (b) (4), (b) | Query 2: Answered On 3Dec this SAE was
(UTC-03:00) City of ®) reported
Buenos Aires
Dec-04-2020 09:18:35 ACVOPFEINFP6000 | (b) (4. () | Query 2: Opened SAE RECON:
(UTC-03:00) City of ®) Pericarditis(Onset
Buenos Aires date:170ct2020) 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,
downgrade the event
on AE CRF
Dec-04-2020 09:17:30 ACVOPFEINFP6000 |/ (b)(4). () |Query 1: Deleted Query can be addressed
(UTC-03:00) City of ®) internally
Buenos Aires
Dec-03-2020 13:16:49 ACVOPFEINFP6000 |auto query | Query 1: Candidate For AE Pericarditis:
-03: ity o autoqu onse to "Isthe
UTC-03:00) City of query Resp "Isth
Buenos Aires adverse event serious?"
is'Yes but "Serious
Adverse Event
Number" is blank.
Dec-03-2020 13:16:49 ACVOPFEINFPE000 |/ (b)(4),(b) |DataEntry: Initial Entry
(UTC-03:00) City of ®) YES
Buenos Aires Is this serious event associated with
congenital anomaly or birth defect?
NO
Did this serious event result in death
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?
NO

Did this serious event require or prol
ong hospitalization?

YES
Did this serious event result in persis
tent or significant disability/incapacit
y?

NO
Isthis serious event life threatening?

NO

Other medically important serious ev
ent

NO

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 |VaJue Reason
Dec-03-2020 13:16:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b)“('e) NO
Aires

| 9. Isthis event related to study treatment:

‘ Date L ocation | User | Value Reason
Dec-03-2020 13:16:49 ACVOPFEINFP6000 || () Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b()42‘6) NOT RELATED
Aires If Not Related to study treatment(s), t

his event isdue to:

OTHER
If Other, specify:
unknown
| 10. Latest Action Taken with Study Treatment:
‘Date L ocation |User |Value Reason
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Dec-03-2020 13:16:49 ACVOPFEINFPe000 |(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
Dec-03-2020 13:16:49 ACVOPFEINFP6000 |(b) (4), |DataEntry: 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
Mar-10-2021 17:17:04 ACVOPFEINFPE000 |(b) (4), (b) | Query 1: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
Mar-10-2021 16:38:46 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-10-2021 16:38:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) YES

Buenos Aires

Mar-08-2021 11:04:23 ACVOPFEINFP6000 |(b) (4), Query 1: Opened As per medical

(UTC-03:00) City of (b) (6) records, a pericardial

Buenos Aires biopsy was obtained as
part of this AE on
14-JAN-2021. Please
review and amend if
appropriate. Thank
you!

Dec-03-2020 13:16:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NO

Buenos Aires

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

‘ Date L ocation | User ‘ Value Reason
Dec-17-2020 10:59:21 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-03:00) City of Buenos (autoquery)

Aires
Page 320 of 323

*** Confidential***
FDA-CBER-2021-5683-0891339




090177e196ae2eal\Final\Final On: 01-Apr-2021 03:19 (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, Locked, Frozen, Verified

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

Subject No: 12315632 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:43

Back to Form

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

|Date L ocation |User |VaJue Reason
Dec-16-2020 17:45:09 ACVOPFEINFP6000 |auto query | Query 1: Opened For AE Pericarditis:
(UTC-03:00) City of (autoquery) Response to "What
Buenos Aires was the outcome of

this adverse event?' is
‘Not Recovered/Not
Resolved' but AE End
Date/Timeis present.

Dec-03-2020 13:16:49 ACVOPFEINFPG000 | (b)@): () |DataEntry: Initial Entry
(UTC-03:00) City of ®) NOT RECOVERED/NOT RESOLVE
Buenos Aires D

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

|Da1e L ocation |User |VaJue Reason
Dec-03-2020 13:16:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

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

’Date L ocation ’User |VaJue Reason
Dec-07-2020 07:03:45 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (6) 2020480698
Aires
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Back to Form

‘ 1. Subject Status

| Date L ocation | User | Value Reason
Dec-30-2020 12:38:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | FOLLOW-UP

Aires

Aug-31-2020 17:44:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | ENROLLED/RANDOMIZED

Aires

Aug-31-2020 17:44:08 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
Dec-30-2020 12:38:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Dec/29/2020
Aires
Aug-31-2020 17:44:59 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Aug/31/2020
Aires
Aug-31-2020 17:44:08 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Aug/31/2020
Aires
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‘ 1. Casebook Signature

| Date L ocation | User | Value Reason
Oct-23-2020 20:05:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Click Here to Enable
Buenos Aires
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