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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:55
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: COHORT SELECTION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Cohort Selection

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

*** Confidential***

1. | Select appropriate response- | 08 SEP 2020
Protocol version
2. | Select appropriateresponse- | STAGE 3 COHORTS
What cohort does the subject
belong to?
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By:| (b) (@)

Form: MAIN INFORMED CONSENT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

I nformed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Sep/30/2020

Page 2 of 205
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1241

Subject No: 12412053

Generated By:| (b) (@)

Form: DEMOGRAPHY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [12412053]
2. | Birth Date: (b) (6) 1970
3. | Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): | BLACK OR AFRICAN AMERICAN

WHITE
6. | Racia Designation:

Page 3 of 205
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/30/2020
2. | Erroneous Visit

Page 4 of 205

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:53
Site No: 1241

Subject No: 12412053
Generated By:| (b) (@)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form Comments

Inclusion Criteria Not Met

1

*** Confidential***

Description of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria Met
2. || Descri ption of Exclusion Not Applicable
Criterion Met
Page 5 of 205
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1241

Subject No: 12412053
Generated By:| (b) (@)

Form: DISPOSITION - SCREENING

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Disposition - Screening

1. | Date of Sep/30/2020
Compl etion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 205

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Medical History Details

1a|| Line/MH Number: [1]

Disease/Syndrome/Surgery | [Systemic arterial hypertension]
/Non-Drug Allergies/Drug

Allergies:
Start Date; UNK/UNK/2018
Ongoing: YES

Lb 1] Lineg/MH Number: 2]

Disease/Syndrome/Surgery | [Pre diabetes]
/Non-Drug Allergies/Drug

Allergies:
Start Date: UNK/UNK/2019
Ongoing: YES

Page 7 of 205
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:57
Site No: 1241

Subject No: 12412053
Generated By:| (b) (@)

Form: HIV STATUS

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

HIV Status

1. | Select appropriate response -
What is the subject HIV
status?

The subject isNOT known to be HIV POSITIVE

Page 8 of 205
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56
Site No: 1241

Subject No: 12412053
Generated By:| (b) (@)

Form: VITAL SIGNS- BASELINE

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Sep/30/2020
2. | Weight: [100.4]
3. | Unit: kg
4. | Height; [185.0]
5. | Unit: cm
6. | Body Mass Index: [29.3]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [37.2]
Unit: C
Temperature Location: ORAL CAVITY
Page 9 of 205
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By:| (b) (@)

Form: RANDOMIZATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Disposition
1. | Randomization Date : Sep/30/2020
2. | Randomization Number: [102412]
3. | Randomization Group: [
Page 10 of 205

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

1. [ DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Sep/30/2020

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

Aliquot
Please enter barcode for each aliquot.
Sa|| sample 1D [BPVYNG]
5b || sample D [BRT6W]
5C || Sample D [BRT6JX]
Page 11 of 205
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/30/2020
4. | If no samplewas collectedor | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BPVYNY]
Page 12 of 205

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12412053

Generated By:

(b) (4)

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of | NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | DoseDate Time: Sep/30/2020 15:57
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: []
9. | Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed for at | YES
least the protocol specified
observation period after
investigational product
administration?
Page 13 of 205
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: REACTOGENICITY DIARY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT

Page 14 of 205

*** Confidential***
FDA-CBER-2021-5683-0998720




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Oct/21/2020
2. | Erroneous Visit
Page 15 of 205

FDA-CBER-2021-5683-0998721




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: VITAL SIGNS- TEMP

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Vital Signs
1. | Date: Oct/21/2020
Vital Signs Details
2.a|| Record I dentifier: 1
Temperature: [36.5]
Unit: C
Temperature Location:; ORAL CAVITY
Page 16 of 205

*** Confidential***
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/21/2020
4. | If no samplewas collectedor | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BR74GH]
Page 17 of 205
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12412053

Generated By:| (b) (@)

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of | NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | DoseDate Time: Oct/21/2020 09:09
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: []
9. [ Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed for at | YES
least the protocol specified
observation period after
investigational product
administration?
Page 18 of 205
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Nov/18/2020
2. | Erroneous Visit

Page 19 of 205
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

1. [ DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Nov/18/2020

4. | If no sample was collected or
sample was not collected
according to protocol, please

provide reason:

[]

Aliquot

Please enter barcode for each aliquot.

Sa|| sample 1D [BR66CJ]

5b || sample 1D [BS2X1V]

5C || Sample D [BS2X1W]
Page 20 of 205
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Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1.

Date of Visit

1

2.

Erroneous Visit

*** Confidential***

Page 21 of 205
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Header Text: c4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

Page 22 of 205
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Header Text: c4591001

Visit: V5 MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1.

Date of Visit

1

2.

Erroneous Visit

*** Confidential***

Page 23 of 205
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Header Text: c4591001
Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

Page 24 of 205
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1.

Date of Visit

1

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001
Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

Page 26 of 205
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Header Text: c4591001

Visit on Feb/18/2021

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

*** Confidential***

Date of Visit

1. | Date of Visit Feb/18/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit: COVID_A
Page 27 of 205
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL
Visit on Feb/18/2021

Form Version: 14-Jan-2021 02:23

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

CoVID-19

Form Status. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Signs and Symptoms

1. | Date of Assessment: Feb/18/2021
2. | Date of First Symptom Feb/15/2021
Started:
3. | Symptoms Ongoing? YES
Symptoms
4.a|| symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
Page 28 of 205
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Header Text: c4591001

Visit on Feb/18/2021

Form Version: 14-Jan-2021 02:23
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

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

COoVID-19

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

4.h

*** Confidential***

Symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
5. Symptoms - Other Text: [
Page 29 of 205
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

4 g;tlzfi Specimen T Iii?ﬁ'):]ﬁno;?: Assay Code and Descripti Device Type Form Insta
on ype on on nce

1. | Feb/19/2 | SWABBED | NASOPHAR | SEVERE ACUTERESPS | SARS-COV-2D | Repesating

090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

021 MATERIA | YNX YNDROME CORONAVI | IAGNOSTICTE Pages
L RUS 2 ST
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: MICROBIOLOGY SPECIMEN
Visit on Feb/18/2021

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
eCRF Audit Trail History

Form Audit Tralil

*** Confidential***

Microbiology Specimen
1. | Actua Date of Collection: Feb/19/2021
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: | NASOPHARY NX
4. | Assay Code and Description: | SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: THERMOFISHER SCIENTIFIC TAQPATH COVID-19 COMBO
KIT
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [
9. | Trade Name Other, Specify: []
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL

Visit on Feb/18/2021 SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Frozen, Verified
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Feb/18/2021

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

Aliquot

Please enter barcode for each aliquot.

Sa|| sample D [CV47303]

090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)
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Header Text: c4591001

Visit on Feb/18/2021

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

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

SWAB

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

sample was not collected
according to protocol, please
provide reason:

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? NO

4. | If no samplewas collected or | [Subject used self swab]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION

Visit on Feb/18/2021

Form Version: 14-Jan-2021 02:24
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form Status. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Health Care Utilization

1.a|| physician or Healthcare

Professional:

SPECIALIST

Occurrence of Visits or
Contacts.

NO

1b Physician or Healthcare

Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts.

NO

1.¢ || physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts.

NO

1d Physician or Healthcare

Professional:

URGENT CARE

Occurrence of Visits or
Contacts.

NO

1.e || physician or Healthcare

Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts.

NO

1f Physician or Healthcare

Professional:

OTHER

Occurrence of Visits or
Contacts:

NO
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Header Text: c4591001

Visit on Feb/18/2021

Form Version: 14-Jan-2021 02:24
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

*** Confidential***

3. | Hasthe subject been NO
hospitalized due to potential
COVID-19illness?
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Header Text: c4591001

Visit: POT_COVID ILL 1

Form Version: 06-Jul-2020 21:53
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Treatment Ident | Con Non-Drug TreatmentsPre- | Treatme | Treatme | Start D
# - . Form Instance
ifier specified nt nt ate
1 Repesating
Pages
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Header Text: c4591001

Visit on Feb/18/2021

Form Version: 06-Jul-2020 21:53
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Respiratory Treatment

1. | What is the treatment
Identifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

1

S I L I I

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ILLNESS DETAILS

Visit on Feb/18/2021

Form Version: 06-Jul-2020 21:52
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form Status. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

[lIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

# Category of Clinical E | Subcategory of Clinical | Diagnosis Obtai | Toxicity Gr Form Instance
vent: Event ned ade
1 Repesting
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ILLNESS DETAILS - SEVERE

Visit on Feb/18/2021

Form Version: 17-Jul-2020 21:55
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

[llness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was a diagnosis obtained?
4

Toxicity Grade:
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Site No: 1241

Header Text: c4591001
Visit: POT_COVID_ILL 1

Subject No: 12412053
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY
Form Version: 15-Sep-2020 21:51

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

Category for | Vendor | Collection | Specimen Form Instan
# Lab Test Name Date: Type Lab Result ce
L Sponsor-Defined | Tes | Resu | | Reedting
| dentifier t | It Pages
Page 41 of 205

FDA-CBER-2021-5683-0998747




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

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

Visit on Feb/18/2021

Form Version: 15-Sep-2020 21:51
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

CHEMISTRY

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Lab Chemistry Details

1. | Lab Pandl:

2. | Laboratory Name and Address

[]

3. [ Collection Date:

1

4. | Specimen Type:

Lab Result
S. Sponsor ID: [1
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:55
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Hematology

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Category for | Vendor Name ( | Collectio | Specime Form Instan
#1 LabTes | DERIVED) | nDate | nType Lab Result ce
1 Sponsor-Defin | Te | Res | | Repedting
ed Identifier | st: | ult: Fages

*** Confidential***
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Header Text: c4591001

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

Visit on Feb/18/2021

Form Version: 15-Sep-2020 21:55
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Hematology

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Laboratory Data Hematology

1. | Lab Pandl:

2. | Laboratory Name and Address

[]

3. [ Collection Date:

1

4. | Specimen Type:

Lab Result
S. Sponsor ID: [1
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:52
Site No: 1241

Subject No: 12412053
Generated By:| (b) (@)

Form: VITAL SIGNS- COVID

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

# Date: Vital Signs Details Form Instance
1 Record I dentifier: Systalic: Diastolic: Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: VITAL SIGNS- COVID
Visit on Feb/18/2021

Form Version: 15-Sep-2020 21:52

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Vital Signs

1

Date:

1

Vital Signs Details

2.

Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beatsminute:

[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:54
Site No: 1241

Subject No: 12412053

Generated By:| (b) (@)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

# Date: Vital Signs Details Form Instance
L Record I dentifier: Oxygen Saturation Repeating Pages
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Header Text: c4591001

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

Visit on Feb/18/2021

Form Version: 15-Sep-2020 21:54
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

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

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form: OXY GENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date Time of Assessm

Arterial Blood Gases P

FiO2 (Fraction of Inhaled Oxy

*** Confidential***

# ent 202 gen) Form Instance
1. Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: OXY GENATION PARAMETERS

Visit on Feb/18/2021

Form Version: 06-Jul-2020 21:52
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

1

2. | Arterial Blood Gases PaO2
(mmHg):

[]

3. | FO2 (Fraction of Inhaled
Oxygen):

[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Form Version: 06-Jul-2020 21:55
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
# Sponsor-Define | Category for | Concomitant Medicatio | Nameof Me | Start | Form Instan
d Identifier M edication ns Pre-specified dication Date ce
1. Repesating
Pages
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*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Visit on Feb/18/2021

Form Version: 06-Jul-2020 21:55

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Concomitant M edications

1. | What is the medication
identifier?

[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

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

[]

5. | Start Date:

I

6. | Ongoing?
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Header Text: c4591001

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:53

Form: IMAGING

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Assessme

# nt

L ocation of Assessme
nt

Imaging Metho
d

Overall Assessme
nt

Form Instance

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: IMAGING

Visit on Feb/18/2021

Form Version: 06-Jul-2020 21:53
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Imaging

1. | Date of Assessment:

1

Location of Assessment:

2
3. | Type of Imaging Exam:
4

Assessment:
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Header Text: c4591001

Unscheduled Visit

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Visit: POT_COVID_CONVA - New

Form Version: 22-Apr-2020 21:04

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

S5 || sample ID [
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Header Text: c4591001

New Unscheduled Visit

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB -

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT SWAB -
New Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

S5 || sample ID [

Page 58 of 205

*** Confidential***
FDA-CBER-2021-5683-0998764




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Unplanned Assessments

1. | Assessments
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Header Text: c4591001
Visit: Logs

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1241
Subject No: 12412053

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
# | Category AE_!den Adverse Event Start Date IstheAdverse_EventS Form Instan
tifier till Ongoing ce
1. [ADVERSE |1 Skinrashinar | Nov/12/2020U | NO Repeating
EVENT ms NK:UNK End Date Time: Pages
Nov/13/2020 UNK:
UNK
2.|ADVERSE |2 Fracture of righ | Jan/31/2021 UN | NO Repesting
EVENT t clavicle K:UNK End Date Time: Pages
Feb/3/2021 UNK:U
NK
3.|ADVERSE (3 Fracture of ribs | Jan/31/2021 UN | NO Repeating
EVENT K:UNK End Date Time: Pages
Feb/3/2021 UNK:U
NK
4. [ADVERSE (4 Motor Vehicle |Jan/31/2021 UN [ NO Repeating
EVENT Accident K:UNK End Date Time: Pages
Jan/31/2021 UNK:U
NK
Page 61 of 205

*** Confidential***

FDA-CBER-2021-5683-0998767



090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[1]

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

[Skinrash inarmsg]

4. | Start Date Time:

Nov/12/2020 UNK:UNK

5. | Isthe adverse event still
ongoing?

NO

End Date Time:
Nov/13/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

8. | Isthisadverse event theresult | NO
of astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Contact dermatitis]
10. | Latest Action Taken with NOT APPLICABLE
Study Treatment:
11. | Was a Concomitant NO
Medication given?
12. | Was aNon-Drug Treatment NO
given?
13. [ What was the outcome of this | RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause NO
the subject to be discontinued
from the study?
15. | Serious Adverse Event []
Number: For Pfizer Use Only
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Fracture of right clavicl€]

(If possible specify diagnosis,

not individual symptoms)
4. | Start Date Time: Jan/31/2021 UNK:UNK
5. | Isthe adverse event still NO

ongoing? End Date Time:

Feb/3/2021 UNK:UNK
6. | Toxicity Grade: 3
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

7. | Isthe adverse event serious? | YES
Isthis serious event associated with congenital anomaly or birth
If Yes, NOTIFY PFIZER defect?
IMMEDIATELY. NO
Fatal; Life-threatening; Did this serious event result in death?
Inpatient hospitalization or NO
prolongation of existing
hosplt_allzanon; Persistent or Did this serious event require or prolong hospitalization?
significant YES
disability/incapacity;
Congenital anomaly/birth L _ _ _ L
defect; Important medical Qld thl_s serious e\_/ent result in persistent or significant
event (i.e. may jeopardize disability/incapacity?
subject and may require NO
medical/surgical intervention
to prevent above outcomes). Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthisadverse event theresult | NO
of astudy Medication Error?
If Yes, record the type of
medi cation error on the
Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Motor Vehicle Accident.Subject was the driver and thereis no
medical causality]
10. | Latest Action Taken with NOT APPLICABLE
Study Treatment:
11. | Was a Concomitant YES
Medication given?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

12. | Was aNon-Drug Treatment YES
given?
13. | What was the outcome of this | RECOVERED/RESOLVED
adverse event?.
14. | Did the adverse event cause NO
the subject to be discontinued
from the study?
15. | Serious Adverse Event [2021106331]
Number: For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Fracture of ribs]

(If possible specify diagnosis,

not individual symptoms)
4. | Start Date Time: Jan/31/2021 UNK:UNK
5. | Isthe adverse event still NO

ongoing? End Date Time:

Feb/3/2021 UNK:UNK
6. | Toxicity Grade: 3
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

7. | Isthe adverse event serious? | YES
Isthis serious event associated with congenital anomaly or birth
If Yes, NOTIFY PFIZER defect?
IMMEDIATELY. NO
Fatal; Life-threatening; Did this serious event result in death?
Inpatient hospitalization or NO
prolongation of existing
hosplt_allzanon; Persistent or Did this serious event require or prolong hospitalization?
significant YES
disability/incapacity;
Congenital anomaly/birth Did thi _ It _ -
defect: Important medical d'lsatt)' II-S s/grlous everj;[ result in persistent or significant
event (i.e. may jeopardize ,\: Hlity/incapacity’
subject and may require O
medical/surgical intervention o ) _
NO
Other medically important serious event
NO
8. | Isthisadverse event theresult | NO
of astudy Medication Error?
If Yes, record the type of
medi cation error on the
Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Motor Vehicle Accident]
10. | Latest Action Taken with NOT APPLICABLE
Study Treatment:
11. | Was a Concomitant YES
Medication given?
12. | Was aNon-Drug Treatment YES
given?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

13. | What was the outcome of this | RECOVERED/RESOLVED
adverse event?.
14. | Did the adverse event cause NO
the subject to be discontinued
from the study?
15. | Serious Adverse Event [2021106331]
Number: For Pfizer Use Only
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Motor Vehicle Accident]
(If possible specify diagnosis,
not individual symptoms)
4. | Start Date Time: Jan/31/2021 UNK:UNK
5. | Isthe adverse event till NO
ongoing? End Date Time:
Jan/31/2021 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? | YES

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).

Is this serious event associated with congenital anomaly or birth
defect?

Did this serious event result in death?
Did this serious event require or prolong hospitalization?

Did this serious event result in persistent or significant
disability/incapacity?

Isthis serious event life threatening?

Other medically important serious event
YES
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

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

NO

9. | Isthisevent related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Subject was the driver. There is no medical suspected cause for
the accident.]

10. | Latest Action Taken with

NOT APPLICABLE

*** Confidential***

Study Treatment:
11. | Was a Concomitant NO
Medication given?
12. | Was aNon-Drug Treatment NO
given?
13. [ What was the outcome of this | RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause NO
the subject to be discontinued
from the study?
15. | Serious Adverse Event [2021106331]
Number: For Pfizer Use Only
Page 71 of 205

FDA-CBER-2021-5683-0998777




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001
Visit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form: MEDICATION ERROR

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

# Categ | Medication | Start D | Isthemedication error S | Study Medication Err | Form Instanc
ory Error ate till Ongoing orsAction e
1. Repesting
Pages
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of []

Medication Error):
3. | Start Date: I
4. | Isthe medication error still

ongoing?
5. | Latest Action Taken with

Study Treatment:
6. | Was a Concomitant

Medication given?
7. | Was aNon-Drug Treatment

given?
8. | Did the Medication Error

cause the subject to be

discontinued from the study?
9. | Was this medication error

associated with any adverse

events?
10. | Serious Adverse Event []

Number: For Pfizer Use Only
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
# Sponsor-Define | Category for | Concomitant Medicatio | Nameof Me | Start | Form Instan
d ldentifier Medication ns Pre-specified dication Date ce
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Concomitant M edications

1. | What is the medication
identifier?

[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

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

[]

5. | Date:

I

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12412053

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Sponsor -Define

# d Identifier

Category for
Medication

Concomitant M edicati
ons Pre-specified

Nameof Me
dication

Dose Desc
ription

Form Instan
ce

Repeating
Pages
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
Concomitant Medications
1. [ What is the medication []

identifier?
2. | Category:
3. | Concomitant Medications

Pre-specified:
4. | Medication: []

Provide the complete generic

drug name (including salt

form, where applicable).

Where generic nameis

unknown, enter the full trade

or proprietary name. Include

clarifying information in the

Medication text (e.g.,

Ingredient(s), route, use,

formulation).
5. | Dose: []
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: I
10. | Ongoing?
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Header Text: c4591001
Visit: Logs

Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Catego | Treatment Ident | Con Non-Drug TreatmentsPre- | Treatme | Start Da
# . ces Form Instance
ry ifier specified nt te
1 Repesating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: RADIATION TREATMENT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Radiation Treatment

1. | Category:

2. | What is the treatment
Identifier?

[]

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

4. | Treatment:

[]

5. | Start Date:

1

6. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By:| (b) (@)

Form: TRANSFUSIONS

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

# 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
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

1

*** Confidential***
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Header Text: c4591001

Vigit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Nov/18/2020

Compl etion/Discontinuation
/Degth :

2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination -

Unscheduled

Form Version: 20-Feb-2021 02:16

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Vital Signs

1

Date:

I

Vital SignsDetails

2.

Record Identifier:

Temperature:

[]

Unit;

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Dec-2020 02:26
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

|| NGOl &~fw|DN

Unit;

=
©

Timeframe Subject Was
Observed

[ERN
=

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

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Oct-2020 15:57
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Oct-2020 16:01
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:

*** Confidential***
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

S5 || sample ID [
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

S5 || sample ID [
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Disposition - Follow-Up

1. | Date of
Compl etion/Discontinuation
/Death :

1

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/30/2021

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Frozen

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Further Vaccination Confirmation

1. | Select appropriate response - | Participant iswilling to return for Vaccination 3

I's participant willing to return
for Vaccination 3?

Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded : Jan/30/2021
2. | Primary Reason for ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
Unblinding:
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By:| (b) (@)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Withdrawal Of Consent

1. | Withdrawal of Consent Date:

1
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By:| (b) (@)

Form: DEATH DETAILS CODED

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Death Details

1. | Date of Collection/
Notification of Death:

1

Cause of Death

2. Cause of Death Status:

Cause of Death:

[]
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Header Text: c4591001

Vigit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: SUBJECT STATUS

Form Status. Data Complete, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP

2. | Subject Status Date Nov/18/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable

*** Confidential***
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Header Text: c4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM
Unscheduled

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Audit Trail

This form requires signing by a member of each of the following signature groups.
e CRF_Sign

Name Signature Date Type Action
Meaning

Edson Approved Feb-24-2021 16:44:11 (UTC-03:00) City | BOOK Signed

Moreira of Buenos Aires

Affidavit:

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:53
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

Form

Sep-30-2020 16:45:16 (UTC-03:00) City || (b) (@),

of Buenos Aires

(b) (6)

Not Applicable

*** Confidential***
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Header Text: c4591001

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

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

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

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

Name Signature Date Type Action
M eaning

Edson Approved Feb-24-2021 16:44:11 (UTC-03:00) City | BOOK Signed

Moreira of Buenos Aires

Affidavit:

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

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

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

(b) (6) N/A Feb-17-2021 08:55:22 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
Edson Approved Feb-15-2021 12:11:37 (UTC-03:00) City | BOOK Signed

Moreira of Buenos Aires

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit bel ow.
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Header Text: c4591001

Vidit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature History
Unscheduled
Form Version: 22-Apr-2020 21:.04 Form Status. Data Complete, Signed, Verified
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
(b) (6) N/A Feb-10-2021 01:59:27 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-05-2021 15:51:28 (UTC-03:00) City | BOOK Signed

of Buenos Aires

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

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

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

(b) (6) N/A Feb-02-2021 15:50:20 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated

Affidavit:

N/A

Edson Approved Jan-22-2021 08:37:16 (UTC-03:00) City |[BOOK Signed
Moreira of Buenos Aires

Affidavit:

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit bel ow.
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Header Text: c4591001

Vidit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature History
Unscheduled
Form Version: 22-Apr-2020 21:.04 Form Status. Data Complete, Signed, Verified
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
(b) (6) N/A Nov-20-2020 09:22:21 (UTC-03:00) Edit - All
City of Buenos Aires signatures
invalidated
Affidavit:
N/A
Edson Approved Nov-18-2020 11:34:37 (UTC-03:00) City | BOOK Signed
Moreira of Buenos Aires
Affidavit:

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

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

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

(b) (6) N/A Nov-18-2020 09:11:50 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated

Affidavit:

N/A

Edson Approved Nov-10-2020 12:15:50 (UTC-03:00) BOOK Signed
Moreira City of Buenos Aires

Affidavit:

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit bel ow.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:44:02 (b) (6) 08 SEP 2020

(UTC-03:00) City of

Buenos Aires

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

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:44:02 (b) (6) STAGE 3 COHORTS

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001
Visit: COHORT_SELECTION

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Consent Was:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:44:09 (b) (6) OBTAINED
(UTC-03:00) City of Date Written Consent O
Buenos Aires btained

Sep/30/2020
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Site No: 1241

Generated By:

Subject No: 12412053
(b) (4)

Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54

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

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Subject ID

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied
16:43:54 (autocalc) | 12412053 from previous
(UTC-03:00) City of form
Buenos Aires

2. Birth Date:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
16:43:50 (autocalc) | (b) (6) 1970

(UTC-03:00) City of

Buenos Aires

3. Sex:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:44:39 (b) (6) MALE

(UTC-03:00) City of

Buenos Aires

4. Ethnicity:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:44:39 (b) (6) NOT HISPANIC OR LAT

(UTC-03:00) City of INO(A) OR OF SPANISH

Buenos Aires ORIGIN

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

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:44:39 (b) (6) BLACK OR AFRICAN A

(UTC-03:00) City of MERICAN

Buenos Aires WHITE
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:44:59 (b) (6) Sep/30/2020

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

History

Form: DISPOSITION - SCREENING - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:45:37 (b) (6) Sep/30/2020

(UTC-03:00) City of

Buenos Aires

2. Phase of Disposition:

Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:45:37 (autocalc) | SCREENING

(UTC-03:00) City of

Buenos Aires

3. Status:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
16:45:37 (b) (6) COMPLETED

(UTC-03:00) City of

Buenos Aires
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Site No: 1241

Generated By:

Form Version: 22-Apr-2020 21:03

Subject No: 12412053
(b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

History

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Back to Form

la
Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:46:22 (autocalc) | LineeMH 1
(UTC-03:00) City of Number:
Buenos Aires Medical Hi Systemic arter

story Term ia hypertensi

: on

Start Date: UNK/UNK/2

018

Ongoing: YES
laLine/MH Number:
Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:46:22 (autocalc) |1
(UTC-03:00) City of
Buenos Aires
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
16:46:22 (b) (6) Systemic arterial hyperten
(UTC-03:00) City of sion
Buenos Aires
1l.a Start Date:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1241

Subject No: 12412053

History

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:46:22 (b) (6) UNK/UNK/2018
(UTC-03:00) City of
Buenos Aires
1.a Ongoing:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:46:22 (b) (6) YES
(UTC-03:00) City of
Buenos Aires
1b
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:47:00 (autocalc) | LineMH Nu 2
(UTC-03:00) City of mber:
Buenos Aires Medical Histo Pre diabet

ry Term: es

Start Date: UNK/UN

K/2019
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

1.b Line/MH Number:

Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:47:00 (autocalc) |2

(UTC-03:00) City of

Buenos Aires

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

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:47:00 (b) (6) Pre diabetes

(UTC-03:00) City of

Buenos Aires

1.b Start Date:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:47:00 (b) (6) UNK/UNK/2019

(UTC-03:00) City of

Buenos Aires

1.b Ongoing:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:47:00 (b) (6) YES

(UTC-03:00) City of

Buenos Aires
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:57
Site No: 1241

Subject No: 12412053
Generated By:| (b) (@)

Form: HIV STATUS - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Select appropriate response - What isthe subject HIV status?

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:47:08 (b) (6) The subject is NOT know

(UTC-03:00) City of nto be HIV POSITIVE

Buenos Aires

Page 114 of 205

*** Confidential***
FDA-CBER-2021-5683-0998820




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Site No: 1241

Generated By:

Subject No: 12412053
(b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 15-Sep-2020 21:56

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

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:47:31 (b) (6) Sep/30/2020

(UTC-03:00) City of

Buenos Aires

2. Weight:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:47:31 (b) (6) 100.4

(UTC-03:00) City of

Buenos Aires

3. Unit:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:47:31 (b) (6) kg

(UTC-03:00) City of

Buenos Aires

4. Height:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:47:31 (b) (6) 185.0

(UTC-03:00) City of

Buenos Aires

5. Unit:

*** Confidential***

Page 115 of 205

FDA-CBER-2021-5683-0998821




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 15-Sep-2020 21:56

Site No: 1241

Subject No: 12412053

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

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

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:47:31 (b) (6) cm
(UTC-03:00) City of
Buenos Aires
6. Body Mass I ndex:
Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
16:47:31 (autocalc) |29.3
(UTC-03:00) City of
Buenos Aires
7.a
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
16:47:31 (b) (6) Record Identi 1
(UTC-03:00) City of fier::
Buenos Aires Temperature: 37.2

Temperature C

Unit:

Temperature ORAL C

L ocation:: AVITY
7.a Record | dentifier:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
16:47:31 (b) (6) 1
(UTC-03:00) City of
Buenos Aires
7.a Temperature:
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:56 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:47:31 (b) (6) 372

(UTC-03:00) City of

Buenos Aires

7.aUnit:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:47:31 (b) (6) C

(UTC-03:00) City of

Buenos Aires

7.a Temperature Location:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:47:31 (b) (6) ORAL CAVITY

(UTC-03:00) City of

Buenos Aires
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By:| (b) (@)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:47:44 (b) (6) Sep/30/2020

(UTC-03:00) City of

Buenos Aires

2. Randomization Number:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:47:44 (b) (6) 102412

(UTC-03:00) City of

Buenos Aires
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

08:38:28 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date Location User Value Reason

Oct-01-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

08:38:28 (autocalc) | SERUM

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto

08:38:35 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Oct-01-2020 ACVOPFEINFP6000 |autoquery | Query 1. Candidate 'Sample

08:38:28 (autoquery) Collected? is

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

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

Oct-01-2020 ACVOPFEINFP6000 |(®) (). (0) ])| pata Entry: Initial Entry
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1241

Subject No: 12412053

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Form Status. Data Complete, Locked, Frozen, Verified

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
08:38:28 (b) (4), YES
(UTC-03:00) City of (b) (6) Date of Collection:
Buenos Aires
Sep/30/2020
5.a
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
08:38:35 (®) (6) Sample ID: BPVYNG
(UTC-03:00) City of
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
08:38:35 (b) (6) BPVYNG
(UTC-03:00) City of
Buenos Aires
5b
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
08:38:50 (0) (6) Sample | D: BRT6IW
(UTC-03:00) City of
Buenos Aires
5.b Sample 1D
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
08:38:50 (b) (6) BRT6JW
(UTC-03:00) City of
Buenos Aires

Page 120 of 205

*** Confidential***
FDA-CBER-2021-5683-0998826




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

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

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

5.c

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

08:39:01 (0) (6) Sample | D: BRT6JX

(UTC-03:00) City of

Buenos Aires

5.c Sample D

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

08:39:01 (b) (6) BRT6JX

(UTC-03:00) City of

Buenos Aires
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

SWAB - eCRF Audit Trail History

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

08:39:22 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date Location User Value Reason

Oct-01-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

08:39:22 (autocalc) [ NASAL_SWAB

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto

08:39:31 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Oct-01-2020 ACVOPFEINFP6000 |autoquery | Query 1. Candidate 'Sample

08:39:22 (autoquery) Collected? is

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

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

Oct-01-2020 ACVOPFEINFP6000 () (). (0) 6) | pata Entry: Initial Entry

Page 122 of 205

*** Confidential***
FDA-CBER-2021-5683-0998828




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (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: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
08:39:22 (b) (4), YES
(UTC-03:00) City of (b) (6) Date of Collection:
Buenos Aires
Sep/30/2020
5.a
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
08:39:31 (0) (6) SampleD: BPVYNY
(UTC-03:00) City of
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
08:39:31 (b) (6) BPVYNY
(UTC-03:00) City of
Buenos Aires
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

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

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:48:05 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

2. Treatment Name

Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:48:05 (autocalc) | BLINDED THERAPY

(UTC-03:00) City of

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:48:05 (autocalc) [ INJECTION

(UTC-03:00) City of

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:48:05 (b) (6) Sep/30/2020 15:57

(UTC-03:00) City of

Buenos Aires

5. Anatomical Location:
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

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

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:48:05 (autocalc) | DELTOID MUSCLE

(UTC-03:00) City of

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:48:05 (b) (6) LEFT

(UTC-03:00) City of

Buenos Aires

7. Route:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
16:48:05 (autocalc) | INTRAMUSCULAR

(UTC-03:00) City of

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
16:48:05 (autocalc) | THE PROTOCOL SPECIFI

(UTC-03:00) City of ED OBSERVATION PERI

Buenos Aires oD

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

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:48:05 (b) (6) YES
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

(UTC-03:00) City of
Buenos Aires

(b) (4), (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
16:48:10 (b) (6) NO - REACTOGENICIT
(UTC-03:00) City of Y E-DIARY NOT COLL
Buenos Aires ECTED FOR THIS SUBJ

ECT
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
11:24:20 Oct/21/2020

(UTC-03:00) City
of Buenos Aires
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
11:24:42 Oct/21/2020
(UTC-03:00) City
of Buenos Aires
2.a
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Transcription
08:23:30 (b) (6) Record Ide 1 Error
(UTC-03:00) City ntifier::
of Buenos Aires Temperatur 36.5

e

Temperatur C

e Unit;

Temperatur ORAL

elLocation:: CAVIT

Y

Oct-21-2020 ACVOPFEINFPG000 | (b) (4), (b) (6) Data Entry: Initial Entry
11:24:42 Record Ide 1
(UTC-03:00) City ntifier::
of Buenos Aires Temperatur 100.8

e

Temperatur C

e Unit:

Temperatur ORAL

elLocation:: CAVIT

Y

2.a Record | dentifier:

Page 129 of 205

*** Confidential***

FDA-CBER-2021-5683-0998835




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L
Form Version: 10-Oct-2020 16:01

Site No: 1241

Subject No: 12412053

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason

Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry

11.:24:42 1

(UTC-03:00) City

of Buenos Aires

2.a Temperature:

Date L ocation User Value Reason

Oct-22-2020 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

08:23:30 (autoquery)

(UTC-03:00) City

of Buenos Aires

Oct-22-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

08:23:30 (autoquery)

(UTC-03:00) City

of Buenos Aires

Oct-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription

08:23:30 (b) (6) 36.5 Error

(UTC-03:00) City

of Buenos Aires

Oct-21-2020 ACVOPFEINFP6000 | auto query Query 2: Opened Temperature

11:24:42 (autoquery) 100.8 Cisoutside

(UTC-03:00) City of Normal Range

of Buenos Aires 36.1-375C.

Oct-21-2020 ACVOPFEINFP6000 | auto query Query 1: Opened Temperature is

11:24:42 (autoquery) greater than or

(UTC-03:00) City equal to 38.0 C,

of Buenos Aires however 'FEVER
OR ACUTE
ILLNESS is not
ticked for the
reason for
temporary Delay

of vaccination on
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Site No: 1241

Form Version: 10-Oct-2020 16:01

Subject No: 12412053

Header Text: c4591001
Visit: V2_VAX2_ L

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
VACCINATION
CRF. Please
review and update
as appropriate.

Oct-21-2020 ACVOPFEINFPG000 | (b) (4), (b) (6) Data Entry: Initial Entry

11:24:42 100.8

(UTC-03:00) City

of Buenos Aires

2.a Unit:

Date L ocation User Value Reason

Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry

11:24:42 C

(UTC-03:00) City

of Buenos Aires

2.a Temperature Location:

Date L ocation User Value Reason

Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry

11:24:42 ORAL CAVITY

(UTC-03:00) City

of Buenos Aires
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-22-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

08:21:59 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date Location User Value Reason

Oct-22-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

08:21:59 (autocalc) [ NASAL_SWAB

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Oct-22-2020 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto

08:22:06 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Oct-22-2020 ACVOPFEINFP6000 |autoquery | Query 1. Candidate 'Sample

08:21:59 (autoquery) Collected? is

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

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

b) (4), (b) (6 —
Oct-22-2020 ACVOPFEINFP6000 (b) (4). (0) (©) Data Entry: Initial Entry
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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: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
08:21:59 (b) (4), YES
(UTC-03:00) City of (b) (6) Date of Collection:
Buenos Aires
Oct/21/2020
5.a
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
08:22:06 (®) (6) Sample |D: BR74GH
(UTC-03:00) City of
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
08:22:06 (b) (6) BR74GH
(UTC-03:00) City of
Buenos Aires
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04

Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
11:25:04 NO

(UTC-03:00) City

of Buenos Aires

2. Treatment Name

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
11:25:04 (autocalc) | BLINDED THERAPY

(UTC-03:00) City of

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
11:25:04 (autocalc) [ INJECTION

(UTC-03:00) City of

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Initial Entry
11:25:04 Oct/21/2020 09:09

(UTC-03:00) City
of Buenos Aires

5. Anatomical Location:
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001
Visit: V2_VAX2_ L

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
11:25:04 (autocalc) [ DELTOID MUSCLE

(UTC-03:00) City of

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
11:25:04 LEFT

(UTC-03:00) City

of Buenos Aires

7. Route:

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
11:25:04 (autocalc) [ INTRAMUSCULAR

(UTC-03:00) City of

Buenos Aires

10. Timeframe Subject Was Observed

Date Location User Value Reason
Oct-21-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
11:25:04 (autocalc) | THE PROTOCOL SPECIFI

(UTC-03:00) City of ED OBSERVATION PERI

Buenos Aires oD

product administration?

11. Was the subject observed for at least the protocol specified observation period after investigational

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
11:25:04 YES
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

(UTC-03:00) City
of Buenos 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: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:11:50 (b) (6) Nov/18/2020

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin

Date Location User Value Reason
Nov-18-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:42:33 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date Location User Value Reason
Nov-18-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:42:33 (autocalc) | SERUM

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto
10:42:41 (autoquery) Query
(UTC-03:00) City of
Buenos Aires
Nov-18-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample
10:42:33 (autoquery) Collected? is
(UTC-03:00) City of Yes, however no
Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.
Nov-18-2020 AcVOPFEINFPE000 | 4). (0) (6) | pata Entry: Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History
Form Status:. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

10:42:33 (b) (4), YES
(UTC-03:00) City of (b) (6) Date of Collection:
Buenos Aires
Nov/18/2020
5.a
Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:42:41 (0) (6) Sample | D: BR66CJ
(UTC-03:00) City of
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:42:41 (b) (6) BR66CJ
(UTC-03:00) City of
Buenos Aires
5b
Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:42:50 (0) (6) Sample |D: BS2X1V
(UTC-03:00) City of
Buenos Aires
5.b Sample 1D
Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:42:50 (b) (6) BS2X1V
(UTC-03:00) City of
Buenos Aires
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

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

Form Status:. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

5.c
Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:42:57 (b) (6) Sample | D: BS2X1W
(UTC-03:00) City of
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:42:57 (b) (6) BS2X 1W
(UTC-03:00) City of
Buenos Aires
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Vigit: POT_COVID_ILL 1- Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit
Trail History

Visit on Feb/18/2021
Form Version: 22-Apr-2020 21:03

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

Form Status. Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Feb-23-2021 ACVOPFEINFP6000 || (b) (4), Query 3: Closed Response

11:22:55 (b) (6) satisfies query

(UTC-03:00) City

of Buenos Aires

Feb-22-2021 ACVOPFEINFP6000 || (b) (4), Query 3: Answered data updated

13:49:43 (b) (6)

(UTC-03:00) City

of Buenos Aires

Feb-22-2021 ACVOPFEINFP6000 || (b) (4), (b) Query 3: Opened DM: Kindly

11:04:47 (6) consider to

(UTC-03:00) City update missing

of Buenos Aires COVID TEST
formor else
clarify. Thank
you.

Feb-19-2021 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

14:49:31 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Feb-19-2021 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto

14:48:57 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Feb-19-2021 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

14:47.46 (autoquery) completed but

(UTC-03:00) City Date of

of Buenos Aires Assessment in
the Signsand
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit
Trail History

Visit on Feb/18/2021
Form Version: 22-Apr-2020 21:03

Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

Form Status:. Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Symptoms form
IS missing.
Please review
and update as
appropriate.

Feb-19-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

14:47:46 (autoquery) completed but

(UTC-03:00) City Date of

of Buenos Aires Collectionin
both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and
update as
appropriate.

Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:47:46 (b) (6) Feb/18/2021

(UTC-03:00) City

of Buenos Aires

3. COVID-19 IlIness Visit:

Date Location User Value Reason

Feb-19-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:47:46 (autocalc) [ COVID_A

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Visit on Feb/18/2021

Form Version: 14-Jan-

Site No: 1241
Subject No: 12412053
Generated By:

(b) (4)

2021 02:23

Form Status. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) Feb/18/2021
(UTC-03:00) City of
Buenos Aires
2. Date of First Symptom Started:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) Feb/15/2021
(UTC-03:00) City of
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:49:13 (b) (6) YES
(UTC-03:00) City of
Buenos Aires
4.a
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of R
Buenos Aires Symptom Prese NO
nt:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL

Visit on Feb/18/2021
Form Version: 14-Jan-2021 02:23

COVID-19 - eCRF Audit Trail History
Form Status:. Data Complete

Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
4.a Symptoms:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) FEVER
(UTC-03:00) City of
Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4b
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) Sympto NEW OR INC
(UTC-03:00) City of ms: REASED COU
Buenos Aires GH

Sympto YES

m Prese

nt:
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Site No: 1241

Form Version: 14-Jan-2021 02:23

Subject No: 12412053

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL
Visit on Feb/18/2021

COVID-19 - eCRF Audit Trail History

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
4.b Symptoms:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NEW OR INCREASED C
(UTC-03:00) City of OUGH
Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) YES
(UTC-03:00) City of
Buenos Aires
4.c
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) Sympt NEW OR INCR
(UTC-03:00) City of oms EASED SHORT
Buenos Aires NESS OF BREA
TH

Sympt NO

om Pr

esent:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL

Visit on Feb/18/2021 COVID-19 - eCRF Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status:. Data Complete
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
4.c Symptoms:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NEW OR INCREASED S
(UTC-03:00) City of HORTNESS OF BREAT
Buenos Aires H
4.c Was symptom present?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4d
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) Symptoms:  CHILL
(UTC-03:00) City of S
Buenos Aires Symptom Prese NO
nt:

090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Visit on Feb/18/2021
Form Version: 14-Jan-2021 02:23

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status:. Data Complete

*** Confidential***

Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
4.d Symptoms:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) CHILLS
(UTC-03:00) City of
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4.e
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) Sympto NEW OR INCR
(UTC-03:00) City of ms: EASED MUSC
Buenos Aires LE PAIN

Sympto NO

m Prese

nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Visit on Feb/18/2021
Form Version: 14-Jan-2021 02:23

Site No: 1241

Subject No: 12412053

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
4.e Symptoms:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NEW OR INCREASED
(UTC-03:00) City of MUSCLE PAIN
Buenos Aires
4.e Was symptom present?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4f
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (0) (6) Sympto NEW LOSS O
(UTC-03:00) City of ms: FTASTEOR S
Buenos Aires MELL

Sympto NO

m Prese

nt:
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Site No: 1241

Form Version: 14-Jan-2021 02:23

Subject No: 12412053

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL
Visit on Feb/18/2021

COVID-19 - eCRF Audit Trail History

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
4.f Symptoms;
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NEW LOSS OF TASTE
(UTC-03:00) City of OR SMELL
Buenos Aires
4.f Was symptom present?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
49
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) Sympto NEW OR INCR
(UTC-03:00) City of ms: EASED SORE
Buenos Aires THROAT

Sympto NO

m Prese

nt:
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Header Text: c4591001

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

Visit on Feb/18/2021

Form Version: 14-Jan-2021 02:23
Site No: 1241

Subject No: 12412053
Generated By: | (b) (4)

COVID-19 - eCRF Audit Trail History

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

4.9 Symptoms:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NEW OR INCREASED S
(UTC-03:00) City of ORE THROAT
Buenos Aires
4.9 Was symptom present?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4.h
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) Symptoms:  DIARRH
(UTC-03:00) City of EA
Buenos Aires Symptom Pre NO

sent:
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Site No: 1241

Form Version: 14-Jan-2021 02:23

Subject No: 12412053

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL
Visit on Feb/18/2021

COVID-19 - eCRF Audit Trail History

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
4.h Symptoms:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) DIARRHEA
(UTC-03:00) City of
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4.
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) Symptoms.  VOMITI
(UTC-03:00) City of NG
Buenos Aires Symptom Pre NO

sent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Visit on Feb/18/2021

Form Version: 14-Jan-

2021 02:23

Form Status:. Data Complete

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

4.i Symptoms.

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) VOMITING

(UTC-03:00) City of

Buenos Aires

4.i Was symptom present?

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:48:57 (b) (6) NO

(UTC-03:00) City of

Buenos Aires
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Visit on Feb/18/2021

Site No: 1241
Subject No: 12412053

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54

Generated By: | (b) (4)

Form Status:

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Date

L ocation

User

Value

Reason

Feb-22-2021 13:49:23
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPE000 | (b) (4),

(b) (6)

Form Created

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History

Visit on Feb/18/2021
Form Version: 06-Jul-2020 21:54

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Feb-22-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
13:49:23 (b) (6) Feb/19/2021
(UTC-03:00) City of
Buenos Aires
2. Specimen Type:
Date L ocation User Value Reason
Feb-22-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
13:49:23 (b) (6) SWABBED MATERIAL
(UTC-03:00) City of
Buenos Aires
3. Specimen Collection Location:
Date L ocation User Value Reason
Feb-22-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
13:49:23 (b) (6) NASOPHARYNX
(UTC-03:00) City of
Buenos Aires
4. Assay Code and Description:
Date L ocation User Value Reason
Feb-22-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:49:23 (autocalc) | SEVERE ACUTE RESP S
(UTC-03:00) City of YNDROME CORONAVIR
Buenos Aires us?2
5. Device Type:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
Visit on Feb/18/2021 History

Form Version: 06-Jul-2020 21:54 Form Status:. Data Complete

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Date Location User Value Reason
Feb-22-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:49:23 (autocalc) | SARS-COV-2 DIAGNOST

(UTC-03:00) City of IC TEST

Buenos Aires

6. Trade Name:

Date L ocation User Value Reason
Feb-22-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:49:23 (b) (6) THERMOFISHER SCIE

(UTC-03:00) City of NTIFIC TAQPATH COVI

Buenos Aires D-19 COMBOKIT

7. Test Result:

Date L ocation User Value Reason
Feb-22-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
13:49:23 (b) (6) NEGATIVE

(UTC-03:00) City of

Buenos Aires

Page 155 of 205

*** Confidential***

FDA-CBER-2021-5683-0998861



090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF - eCRF Audit Trail History

Visit on Feb/18/2021

Form Version: 22-Apr-2020 21:03

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

Form Status. Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-19-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:49:31 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date Location User Value Reason

Feb-19-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:49:31 (autocalc) [ NASAL_SWAB_SELF

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Feb-19-2021 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto

14:49:42 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Feb-19-2021 ACVOPFEINFP6000 |autoquery | Query 1. Candidate 'Sample

14:49:31 (autoquery) Collected? is

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

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

Feb-19-2021 ACVOPFEINFP6000 | (B) ((é))’ (b) |DataEntry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL
Visit on Feb/18/2021 SWAB SELF - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status:. Data Complete, Frozen, Verified
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
14:49:31 (b) (4), YES
(UTC-03:00) City of (b) (6) Date of Collection:
Buenos Aires
Feb/18/2021
5.a
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
14:49:42 (®) (6) Sample I D: CV47303
(UTC-03:00) City of
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:49:42 (b) (6) CV47303
(UTC-03:00) City of
Buenos Aires
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Header Text: c4591001

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

Visit on Feb/18/2021

Form Version: 22-Apr-2020 21:03

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

Form Status. Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:50:01 (autocalc) | SITE

(UTC-03:00) City of

Buenos Aires

2. Sample Type

Date Location User Value Reason
Feb-19-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:50:01 (autocalc) [ NASAL_SWAB

(UTC-03:00) City of

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:50:01 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

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

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:50:01 (b) (6) Subject used self swab

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

Visit on Feb/18/2021 History
Form Version: 14-Jan-2021 02:24 Form Status. Data Complete
Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053
(b) (4)

Generated By:

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

la
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (0) (6) Type of Practiti SPECI
(UTC—03ZOO) Clty of oner: ALIST
Buenos Aires Occurrenceof V NO

isitsor Contacts
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) SPECIALIST
(UTC-03:00) City of
Buenos Aires
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
1b
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 | (b) (6) Type of Pract EMERGE
(UTC-03:00) City of itioner: NCY RO
Buenos Aires
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Header Text: c4591001

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

Visit on Feb/18/2021

Form Version: 14-Jan-2021 02:24

Site No: 1241

Subject No: 12412053

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
oM

Occurrenceo NO

f Visitsor Co

ntacts:
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) EMERGENCY ROOM
(UTC-03:00) City of
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
1.c
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:50:19 | (0) (6) Type of Pra PRIMARY
(UTC-03:00) City of ctitioner:  CARE PH
Buenos Aires YSICIAN

Occurrence NO

of Visitsor

Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trall
Visit on Feb/18/2021 History

Form Version: 14-Jan-2021 02:24 Form Status:. Data Complete

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) PRIMARY CARE PHY S

(UTC-03:00) City of CIAN

Buenos Aires

1.c Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

1d

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) Type of Practiti URGEN

(UTC—O3ZOO) Ci ty of oner: T CAR

Buenos Aires E

Occurrenceof NO
Visitsor Conta
cts:
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Header Text: c4591001

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

Visit on Feb/18/2021
Form Version: 14-Jan
Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

-2021 02:24

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) URGENT CARE
(UTC-03:00) City of
Buenos Aires
1.d Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
le
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 | (0) (6) Type of Pra TELEPHO
(UTC-03:00) City of ctitioner:  NE CONS
Buenos Aires ULTATION

Occurrence NO

of Visitsor

Contacts:
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Visit on Feb/18/2021

Site No: 1241

Generated By:

Form Version: 14-Jan-2021 02:24

Subject No: 12412053
(b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trall

History

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

1l.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) TELEPHONE CONSULT
(UTC-03:00) City of ATION
Buenos Aires
1.e Occurrence of Visits or Contacts;
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
1f
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) Type of Practition OTH
(UTC-03:00) City of er: ER
Buenos Aires Occurrence of Vis NO

tsor Contacts:
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Header Text: c4591001

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

Visit on Feb/18/2021
Form Version: 14-Jan-2021 02:24

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

Form Status:. Data Complete

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) OTHER
(UTC-03:00) City of
Buenos Aires
1.f Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:19 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: ILLNESS DETAILS - eCRF Audit Trail History

Visit on Feb/18/2021

Form Version: 06-Jul-2020 21:52 Form Status. Data Complete

Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:50:31 (autocalc) | POTENTIAL COVID-19 1

(UTC-03:00) City of LLNESS

Buenos Aires

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:50:31 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

3. Toxicity Grade:

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:50:31 (b) (6) 1

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001

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

Site No: 1241
Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFPG6000 || (b) (4), Form Created

09:15:47 (b) (6)

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Date L ocation User Value Reason
Feb-02-2021 15:50:20 | ACVOPFEINFPE000 | (b) (4), Form Created

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

Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Date L ocation User Value Reason
Feb-03-2021 08:34:19 | ACVOPFEINFPE000 | (b) (4), Form Created

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

Buenos Aires

090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Date L ocation User Value Reason
Feb-04-2021 15:10:28 | ACVOPFEINFPE000 | (b) (4), Form Created

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

Buenos Aires

Page 169 of 205

*** Confidential***
FDA-CBER-2021-5683-0998875



090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

History

Form Status. Data Complete, Frozen
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Back to Form

1. Category:

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
09:15:47 (autocalc) | ADVERSE EVENT

(UTC-03:00) City of

Buenos Aires

2. AE ID:

Date Location User Value Reason
Nov-18-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
09:15:47 (autocalc) |1

(UTC-03:00) City of

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Nov-20-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response
10:21:02 (6) satisfies query
(UTC-03:00) City

of Buenos Aires

Nov-20-2020 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription
09:22:21 (autoquery) Error
(UTC-03:00) City

of Buenos Aires

Nov-20-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
09:22:21 (b) (6) Skin rash in arms Error

(UTC-03:00) City
of Buenos Aires

Page 170 of 205

*** Confidential***
FDA-CBER-2021-5683-0998876




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Site No: 1241

Form Version: 22-Apr-2020 21.02

Subject No: 12412053

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Nov-19-2020 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened clinical: please
12:15:13 (6) update AE to
(UTC-03:00) City specify location
of Buenos Aires of rash
Nov-18-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) Skin rash
(UTC-03:00) City
of Buenos Aires
4. Start Date Time:
Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) Nov/12/2020 UNK:UNK
(UTC-03:00) City of
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) NO
(UTC-03:00) City of End Date Time:
Buenos Aires

Nov/13/2020 UNK:UN

K
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) 1
(UTC-03:00) City of
Buenos Aires

7. | sthe adverse event serious?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

History

Form Status. Data Complete, Frozen

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

8. I sthis adverse event the result of a study Medication Error?

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

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) NOT RELATED

(UTC-03:00) City of If Not Related to study tr

Buenos Aires eatment(s), thisevent is

dueto:
OTHER
If Other, specify:

Contact dermatitis
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Site No: 1241

Generated By:

Form Version: 22-Apr-2020 21.02

Subject No: 12412053
(b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) NOT APPLICABLE

(UTC-03:00) City of

Buenos Aires

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

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

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) RECOVERED/RESOLVE
(UTC-03:00) City of D

Buenos Aires

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

Date L ocation User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Nov-18-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
09:15:47 (b) (6) NO

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

History

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1241) Hospital IrmaDulce

Back to Form

1. Category:

Date

L ocation

User

Value

Reason

Feb-02-2021
15:50:20
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AEID:

Date

L ocation

User

Value

Reason

Feb-02-2021
15:50:20
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date

L ocation

User

Value | Reason

Feb-03-2021
10:21:49
(UTC-03:00)
City of
Buenos
Aires

ACVOPFEINFP6000.1nFormA dapter.Discrepancy

PFETMS
Oracle

(b) (4)

Query | Discrepancy
1: Clo | has been
sed closed.

Feb-03-2021
08:33:15
(UTC-03:00)
City of
Buenos
Aires

ACVOPFEINFP6000

auto query
(autoquery)

Transcription
Error

Query
1: An
swere
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241

Subject No: 12412053

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Frozen, Not Complete

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Feb-03-2021 | ACVOPFEINFP6000 (b) (4), Data | Transcription
08:33:15 (b) (6) Entry | Error
(UTC-03:00) :
City of Fractu
Buenos reof r
Aires ight cl
avicle
Feb-02-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Multiple
18:07:31 Oracle 1: Op |conceptsin
(UTC-03:00) (b) (4) ened |theterm
City of FRACTURE
Buenos OF RIGHT
Aires CLAVICLE
AND RIBS.
Split the
terminto
FRACTURE
OF RIGHT
CLAVICLE
and
FRACTURE
OF RIBS
and report as
Separate
entries.
Thank you.
Feb-02-2021 | ACVOPFEINFPS000 (b) (4), Data |Initia Entry
15:50:20 (b) (6) Entry
(UTC-03:00) N
City of Fractu
Buenos reof r
Aires ight cl
avicle
andri
bs

4. Start Date Time:
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Site No: 1241

Form Version: 22-Apr-2020 21.02

Subject No: 12412053
Generated By: | (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Frozen, Not Complete

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
15:50:20 (b) (6) Jan/31/2021 UNK:UNK
(UTC-03:00) City of
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-17-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: New
08:55:22 (b) (6) NO Information
(UTC-03:00) City of End Date Time:
Buenos Aires

Feb/3/2021 UNK:UN

K
Feb-02-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
15:50:20 (b) (6) YES
(UTC-03:00) City of
Buenos Aires
6. Toxicity Grade:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
15:50:20 (b) (6) 3
(UTC-03:00) City of
Buenos Aires

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent
or significant disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may
jeopardize subject and may require medical/surgical intervention to prevent above outcomes).
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241

Subject No: 12412053

History

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Frozen, Not Complete

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Date Location User Value Reason

Feb-05-2021 ACVOPFEINFP6000 |[autoquery | Query 1: Deleted Close Auto

10:53:51 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Feb-03-2021 ACVOPFEINFP6000 |[autoquery | Query 1: Candidate For AE Fracture

08:33:15 (autoquery) of right clavicle

(UTC-03:00) City of : Response to

Buenos Aires "Isthe adverse
event serious?’
is'Yes but
"Serious
Adverse Event
Number” is
blank.

Feb-02-2021 ACVOPFEINFP6000 |[autoquery | Query 1: Candidate For AE Fracture

15:50:20 (autoquery) of right clavicle

(UTC-03:00) City of and ribs:

Buenos Aires Responseto "Is
the adverse
event serious?’
is'Yes but
"Serious
Adverse Event
Number” is
blank.

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

15:50:20 (b) (6) YES

(UTC-03:00) City of Isthis serious event asso

Buenos Aires ciated with congenital a

nomaly or birth defect?
NO

Did this serious event re
sult in death?
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

NO
Did this serious event re
quire or prolong hospital
ization?

YES

Did this serious event re
sult in persistent or signi
ficant disability/incapaci
ty?

NO

Isthis serious event life
threatening?

NO

Other medically importa
nt serious event

NO

8. I sthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:50:20 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

9. Isthis event related to study treatment:

Date L ocation User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Feb-16-2021 ACVOPFEINFP6000 |Giselle Query 1: Closed Thanks
20:41:00 Cadtillo
(UTC-03:00) City (b) (4)
of Buenos Aires
Feb-11-2021 ACVOPFEINFPG000 | auto query Query 1: Answered Transcription
09:43:58 (autoquery) Error
(UTC-03:00) City
of Buenos Aires
Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
09:43:58 (b) (6) NOT RELATED Error
(UTC-03:00) City If Not Related to study
of Buenos Aires treatment(s), this event
isdueto:
OTHER
If Other, specify:

Motor Vehicle Ac

cident.Subject wa

sthedriver and th

ereisno medica

causality
Feb-10-2021 ACVOPFEINFP6000 |Gisdle Query 1: Reissued:Open | Please clarify
16:50:00 Casdtillo ed
(UTC-03:00) City (b) (4)
of Buenos Aires
Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
16:29:10 (b) (6) NOT RELATED Error

(UTC-03:00) City
of Buenos Aires

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

OTHER

If Other, specify:
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Site No: 1241

Form Version: 22-Apr-2020 21.02

Subject No: 12412053

Header Text: c4591001
Visit: Logs - Unscheduled

History

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Frozen, Not Complete

(UTC-03:00) City

If Not Related to study

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Motor Vehicle Ac
cident
Feb-04-2021 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription
15:09:00 (autoquery) Error
(UTC-03:00) City
of Buenos Aires
Feb-04-2021 ACVOPFEINFP6000 | (b) (4). Data Entry: Transcription
15:09:00 (b) (6) NOT RELATED Error
(UTC-03:00) City If Not Related to study
of Buenos Aires treatment(s), this event
isdueto:
OTHER
If Other, specify:
Motorcycle accid
ent
Feb-03-2021 ACVOPFEINFP6000 |Gisdle Query 1: Opened CLINICAL_PIs,
20:01:03 Castillo If the traumatic
(UTC-03:00) City (b) (4) accident was a
of Buenos Aires MVA, then it
needs to be
recorded as AEs
aswell, evenif an
injury did not
result. See
specific CRF
completion
guidelines
(8.50.2.1./MVA).
Thanks
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
15:52:26 (b) (6) NOT RELATED Error
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

of Buenos Aires

treatment(s), this event
isdueto:

OTHER
If Other, specify:

Automobilist acci
dent

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

15:50:20
(UTC-03:00) City
of Buenos Aires

(b) (6) NOT RELATED
If Not Related to study
treatment(s), this event
isdueto:
OTHER
If Other, specify:

Automobile traum

a
10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
15:50:20 (b) (6) NOT APPLICABLE

(UTC-03:00) City of

Buenos Aires

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:50:20 (b) (6) YES

(UTC-03:00) City of
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Version: 22-Apr-2020 21.02 Form Status. Data Complete, Frozen, Not Complete

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:50:20 (b) (6) YES

(UTC-03:00) City of

Buenos Aires

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

Date L ocation User Value Reason

Feb-18-2021 | ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Cl | Response satisfies query
05:24:48 (6) osed
(UTC-03:00)
City of Buenos
Aires

Feb-17-2021 ACVOPFEINFP6000 |autoquery | Query 2: Cl | Close Auto Query
08:55:42 (autoquery) | osed
(UTC-03:00)
City of Buenos
Aires

Feb-17-2021 ACVOPFEINFP6000 |[autoquery |[Query 1: A | New Information

08:55:42 (autoquery) | nswered

(UTC-03:00)

City of Buenos

Aires

Feb-17-2021 | ACVOPFEINFP6000 || (b) (4), Data Entr | New Information
08:55:42 (b) (6) A

(UTC-03:00) RECOVER

City of Buenos ED/RESOL

Aires VED

Feb-17-2021 ACVOPFEINFP6000 |autoquery | Query 2: O | For AE Fracture of right clavicle:
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

08:55:22
(UTC-03:00)
City of Buenos
Aires

(autoquery) | pened Response to "What was the outcome
of this adverse event?' is
'Recovering/Resolving' but AE End
Date/Timeis present.

Feb-16-2021 ACVOPFEINFP6000
22:42:21
(UTC-03:00)
City of Buenos
Aires

(b) @), (0) |Query1:0 |SAE

(6) pened RECON:AER#2021106331,0utcome
was reported as
RECOVERED/RESOLVED to
Safety DB however, recorded as
RECOVERING/RESOLVING on
AE CRF. Please confirm correct
outcome. If safety updateis
required, please submit afollow-up

form.
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entr | Initial Entry
15:50:20 (b) (6) v
(UTC-03:00) RECOVER
City of Buenos ING/RESO
Aires LVING

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:50:20 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
10:53:51 2021106331
(UTC-03:00) City of
Buenos Aires
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Site No: 1241

Generated By:

Form Version: 22-Apr-2020 21:02

Subject No: 12412053
(b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Back to Form

1. Category:

Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
08:34:19 (autocalc) | ADVERSE EVENT

(UTC-03:00) City of

Buenos Aires

2. AE ID:

Date Location User Value Reason
Feb-03-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
08:34:19 (autocalc) |3

(UTC-03:00) City of

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) Fracture of ribs

(UTC-03:00) City of

Buenos Aires

4, Start Date Time:

Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) Jan/31/2021 UNK:UNK

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

History

Form Status:. Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Feb-17-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
08:56:35 (b) (6) NO Information
(UTC-03:00) City of End Date Time:
Buenos Aires

Feb/3/2021 UNK:UN

K
Feb-03-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) YES
(UTC-03:00) City of
Buenos Aires
6. Toxicity Grade:
Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) 3
(UTC-03:00) City of
Buenos Aires

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |[autoquery | Query 1: Deleted Close Auto
10:54:04 (autoquery) Query
(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Feb-03-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Fracture
08:34:19 (autoquery) of ribs:
(UTC-03:00) City of Responseto "Is
Buenos Aires the adverse
event serious?’
is'Yes but
"Serious
Adverse Event
Number" is
blank.
Feb-03-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) YES
(UTC-03:00) City of Is this serious event asso

Buenos Aires

ciated with congenital a
nomaly or birth defect?

NO

Did this serious event re
sult in death?

NO
Did this serious event re
quire or prolong hospital
ization?

YES
Did this serious event re
sult in persistent or signi
ficant disability/incapaci
ty?

NO

Isthis serious event life
threatening?
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

NO

Other medically importa
nt 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 Value Reason
Feb-03-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 |Hayley Query 1: Closed Response
20:10:29 Wyper satisfies query
(UTC-03:00) City (b) (4)

of Buenos Aires

Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
16:28:43 (b) (6) NOT RELATED Error

(UTC-03:00) City
of Buenos Aires

If Not Related to study
treatment(s), this event
isdueto:
OTHER
If Other, specify:

Motor Vehicle Acc
ident
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Site No: 1241

Form Version: 22-Apr-2020 21.02

Subject No: 12412053

Header Text: c4591001
Visit: Logs - Unscheduled

History

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status:. Data Complete, Frozen, Verified

(UTC-03:00) City
of Buenos Aires

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

OTHER

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Feb-04-2021 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription
15:08:33 (autoquery) Error
(UTC-03:00) City
of Buenos Aires
Feb-04-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Transcription
15:08:33 (b) (6) NOT RELATED Error
(UTC-03:00) City If Not Related to study
of Buenos Aires treatment(s), this event
isdueto:
OTHER
If Other, specify:
Motorcycle accide
nt
Feb-03-2021 ACVOPFEINFP6000 |Hayley Query 1: Opened CLINQUERY:
11:10:21 Wyper Per CRF
(UTC-03:00) City (b) (4) guidelines, if
of Buenos Aires subject was a
driver inthe
motor vehicle
accident, thena
Separate entry
should also be
added for the
MVA. Please
confirm
Feb-03-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) NOT RELATED
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241

Subject No: 12412053

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

If Other, specify:

Automobilist accid

ent
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) NOT APPLICABLE
(UTC-03:00) City of
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) YES
(UTC-03:00) City of
Buenos Aires
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) YES
(UTC-03:00) City of
Buenos Aires
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Feb-18-2021 ACVOPFEINFPG000 | (b) (4), (b) Query 1: Cl | Response satisfies query
05:24:03 (6) osed
(UTC-03:00)

City of Buenos
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241

Subject No: 12412053

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status:. Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Aires

Feb-17-2021 ACVOPFEINFP6000 |[autoquery | Query 2: Cl | Close Auto Query

08:56:51 (autoquery) | osed

(UTC-03:00)

City of Buenos

Aires

Feb-17-2021 ACVOPFEINFP6000 |autoquery |[Query 1: A [ New Information

08:56:51 (autoquery) | nswered

(UTC-03:00)

City of Buenos

Aires

Feb-17-2021 | ACVOPFEINFP6000 | (b) (4), Data Entr | New Information

08:56:51 (b) (6) v

(UTC-03:00) RECOVER

City of Buenos ED/RESOL

Aires VED

Feb-17-2021 ACVOPFEINFP6000 |autoquery |[Query 2: O |For AE Fracture of ribs: Response to

08:56:35 (autoquery) | pened "What was the outcome of this

(UTC-03:00) adverse event?' is

City of Buenos 'Recovering/Resolving' but AE End

Aires Date/Timeis present.

Feb-16-2021 ACVOPFEINFPE000 | (b) (4), (b) Query 1: O |SAE

22:42:47 (6) pened RECON:AER#2021106331,0utcome

(UTC-03:00) was reported as

City of Buenos RECOVERED/RESOLVED to

Aires Safety DB however, recorded as
RECOVERING/RESOLVING on
AE CRF. Please confirm correct
outcome. If safety updateis
required, please submit afollow-up
form.

Feb-03-2021 ACVOPFEINFP6000 | (b) (4), Data Entr | Initia Entry

08:34:19 (b) (6) v

(UTC-03:00) RECOVER
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Version: 22-Apr-2020 21.02 Form Status:. Data Complete, Frozen, Verified

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

City of Buenos ‘ ING/RESO

Aires LVING

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
08:34:19 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
10:54:04 2021106331

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1241

Subject No: 12412053
(b) (4)

Generated By:

History

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status. Data Complete, Frozen, Verified

Back to Form

1. Category:

Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:10:28 (autocalc) | ADVERSE EVENT

(UTC-03:00) City of

Buenos Aires

2. AE ID:

Date Location User Value Reason
Feb-04-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
15:10:28 (autocalc) |4

(UTC-03:00) City of

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Transcription
16:26:21 (b) (6) Motor Vehicle Accident | Error
(UTC-03:00) City of

Buenos Aires

Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) Motorcycle accident

(UTC-03:00) City of

Buenos Aires

4, Start Date Time:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status:. Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) Jan/31/2021 UNK:UNK
(UTC-03:00) City of
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) NO
(UTC-03:00) City of End Date Time:
Buenos Aires

Jan/31/2021 UNK:UN

K
6. Toxicity Grade:
Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) 3
(UTC-03:00) City of
Buenos Aires

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto
01:59:27 (autoquery) Query

(UTC-03:00) City
of Buenos Aires

Page 194 of 205

*** Confidential***
FDA-CBER-2021-5683-0998900




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

19:22:21
(UTC-03:00) City
of Buenos Aires

Feb-05-2021 ACVOPFEINFP6000

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

Query 2: Closed Response
satisfies query

Feb-04-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Motor

16:26:21 (autoquery) Vehicle

(UTC-03:00) City Accident:

of Buenos Aires Responseto "Is
the adverse
event serious?"
is'Yes but
"Serious
Adverse Event
Number" is
blank.

Feb-04-2021 ACVOPFEINFPG000 |- (b) (4), (b) (6) | Query 2: Answered Other medically

15:47:59 important

(UTC-03:00) City serious event

of Buenos Aires

Feb-04-2021 ACVOPFEINFP6000 | auto query Query 2: Opened Isthis adverse

15:47:11 (autoquery) event serious?

(UTC-03:00) City isreported 'Yes,

of Buenos Aires but at least one
seriousness
criteriais
missing. Please
review and
update as
appropriate.

Feb-04-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE

15:47:11 (autoquery) Motorcycle

(UTC-03:00) City accident:

of Buenos Aires Responseto "Is
the adverse
event serious?"
is'Yes but
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

"Serious
Adverse Event
Number" is
blank.
Feb-04-2021 ACVOPFEINFPE000 | (b) (4), (b) (6) |DataEntry: Transcription
15:47:11 YES Error
(UTC-03:00) City Other medicaly imp
of Buenos Aires ortant serious event
YES
Feb-04-2021 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Initial Entry
15:10:28 NO
(UTC-03:00) City
of Buenos Aires
8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |Hayley Query 1: Closed Response
17:50:04 Wyper satisfies query
(UTC-03:00) City (b) (4)
of Buenos Aires
Feb-05-2021 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
08:09:10 (autoquery)
(UTC-03:00) City
of Buenos Aires

Page 196 of 205

*** Confidential***
FDA-CBER-2021-5683-0998902




090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241
Subject No: 12412053
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Feb-05-2021
08:09:10
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFPE000 | (b) (4),

(b) (6)

Data Entry:
NOT RELATED

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

OTHER
If Other, specify:
Subject was the dri
ver. Thereisno me

dical suspected cau
se for the accident.

New Information

Feb-04-2021 ACVOPFEINFP6000 |Hayley Query 1: Opened CLINQUERY:
20:09:36 Wyper Please clarify in
(UTC-03:00) City (b) (4) field if any
of Buenos Aires suspected
(medical) cause
for the accident
Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) NOT RELATED
(UTC-03:00) City If Not Related to study
of Buenos Aires treatment(s), this event
isdueto:
OTHER
If Other, specify:
Subject was the dri
ver
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1241

Subject No: 12412053

History

Form Status:. Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) NOT APPLICABLE

(UTC-03:00) City of

Buenos Aires

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

13. What was the outcome of this adverse event?;

Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) RECOVERED/RESOLVE

(UTC-03:00) City of D

Buenos Aires

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
15:10:28 (b) (6) NO

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason
Feb-10-2021 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
01:59:27 (6) 2021106331

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001
Visit: End of Treatment - Unscheduled

Form Version: 15-Sep-2020 21:55
Site No: 1241

Subject No: 12412053

Generated By:| (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFPG6000 | (b) (4), Data Entry: Initial Entry
09:12:26 (b) (6) Nov/18/2020

(UTC-03:00) City of

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
09:12:26 (autocalc) | VACCINATION

(UTC-03:00) City of

Buenos Aires

3. Status:

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:12:26 (b) (6) COMPLETED

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12412053

Generated By:  (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:46:43 (b) (6) Jan/30/2021

(UTC-03:00) City of

Buenos Aires
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Select appropriate response - |'s par

ticipant willing to return for Vaccination 3?

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:46:52 (b) (6) Participant iswilling to ret

(UTC-03:00) City of urn for Vaccination 3

Buenos Aires Participant is:

eligible and NOT confi
rmed to have received

only placebo at Vaccin
ation 1/2
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

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

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12412053 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:46:32 (b) (6) Jan/30/2021

(UTC-03:00) City of

Buenos Aires

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-19-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:46:32 (b) (6) ASSESSELIGIBILITY F

(UTC-03:00) City of OR ADDITIONAL VAC

Buenos Aires CINATION
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Vigit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Subject Status

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
09:12:26 (autocalc) | FOLLOW-UP

(UTC-03:00) City of

Buenos Aires

Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:47:44 (autocalc) | ENROLLED/RANDOMIZ

(UTC-03:00) City of ED

Buenos Aires

Sep-30-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:45:37 (autocalc) | SCREENED

(UTC-03:00) City of

Buenos Aires

2. Subject Status Date

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
09:12:26 (autocalc) | Nov/18/2020

(UTC-03:00) City of

Buenos Aires

Sep-30-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
16:47:44 (autocalc) | Sep/30/2020

(UTC-03:00) City of

Buenos Aires

Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:45:37 (autocalc) | Sep/30/2020

(UTC-03:00) City of

Buenos Aires
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090177e196ae3f53\Final\Final On: 01-Apr-2021 05:16 (GMT)

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12412053

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail
History

Form Status: Data Complete, Signed, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Nov-10-2020 ACVOPFEINFP6000 | Edson Data Entry: Initial Entry
12:15:39 Moreira Click Hereto Enable

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

Buenos Aires
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