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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:55
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: COHORT SELECTION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

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 appropriate response - 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
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Sep/24/2020
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Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Demography

Subject ID

[11311216]

Birth Date:

(b) (6)/1947

Sex:

MALE

NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

Race: (Check X al that apply):

WHITE

1.
2.
3.
4. | Ethnicity:
5.
6.

Racial Designation:

*** Confidential***
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Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/24/2020
2. | Erroneous Visit
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Visit: V1 DAY1 VAX1 L
Form Version: 15-Sep-2020 2153

No: 1131

Subject No: 11311216
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Form Comments

Inclusion Criteria Not M et

*** Confidential***

1 Description of Inclusion Not Applicable
Criterion Not Met
Exclusion CriteriaMet
2 Description of Exclusion Not Applicable
Criterion Met
Page 5 of 235
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Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21.52
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Disposition - Screening

1. | Date of Sep/24/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 6 of 235
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Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Medical History Details

1a |/ Line/MH Number: [1] Comments
Disease/Syndrome/Surgery [vertigo, intermittent] Comments
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2011 Comments
Ongoing: NO Comments
End Date:
UNK/UNK/2018
1b 11 Line/MH Number: 2]

Disease/Syndrome/Surgery [difficulty swallowing]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2015
Ongoing: NO
End Date:
UNK/UNK/2015
1¢ || Line/MH Number: [3]

*** Confidential***

Disease/ Syndrome/Surgery [cataract in |eft eye]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2005
Ongoing: NO
End Date:
UNK/UNK/2013
Page 7 of 235
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Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1d || Line/MH Number: [4]
Disease/Syndrome/Surgery [cataract surgery in |eft eye]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2013
Ongoing: NO
End Date:
UNK/UNK/2013
1e || LineMH Number: 5]

Disease/ Syndrome/Surgery [cataract in right eye]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2005
Ongoing: NO
End Date:
UNK/UNK/2010
Lf || Line/MH Number: [6]

Disease/Syndrome/Surgery [cataract surgery in right eye]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2010

Ongoing: NO
End Date:
UNK/UNK/2010

19 || Line/MH Number: [7]

Disease/Syndrome/Surgery [esophageal dilation]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2015
Ongoing: NO
End Date:
UNK/UNK/2015
Page 8 of 235
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Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified

Line/MH Number:

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1h

8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[alergic rhinitis, seasonal]

*** Confidential***

Start Date: UNK/UNK/2007
Ongoing: YES

Li |/ Line/MH Number: [9]
Disease/Syndrome/Surgery [chronic obstructive pulmonary disease, mild]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2008
Ongoing: YES

1i || Line/MH Number: [10]
Disease/Syndrome/Surgery [high blood pressure]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2000
Ongoing: YES

1K 1] Line/MH Number: [11]
Disease/Syndrome/Surgery [hyperlipidemia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1987
Ongoing: YES

Page 9 of 235
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
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SiteNo: 1131
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Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

L1 1] Line/MH Number: [12]
Disease/Syndrome/Surgery [inguinal hernig]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
UNK/UNK/2017
1m |1 ine/MH Number: [13]

Disease/ Syndrome/Surgery [gastroesophageal reflux disease]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2005
Ongoing: YES
1n 11 ine/MH Number: [14]

Disease/Syndrome/Surgery [erectile dysfunction]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2000
Ongoing: YES

10 || Line/MH Number: [15]

Disease/Syndrome/Surgery [benign prostatic hypertrophy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1988
Ongoing: YES
Page 10 of 235
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Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1p || Line/MH Number: [16]
Disease/Syndrome/Surgery [hypothyroidism]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1999
Ongoing: YES
19 || Line/MH Number: [17] Comments
Disease/ Syndrome/Surgery [recurrent neck pain] Comments
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2013 Comments
Ongoing: YES Comments
Lr 1| Line/MH Number: [18]

Disease/ Syndrome/Surgery [carpal tunnel syndrome, left hand)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES
Ls || Line/MH Number: [19]

*** Confidential***

Disease/Syndrome/Surgery [carpal tunnel right hand repair]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: NO
End Date:
UNK/UNK/2018
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Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
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Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1t

Line/MH Number: [20]
Disease/Syndrome/Surgery [carpal tunnel syndrome, right hand]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2018
Lu |1 ine/MH Number: [21]
Disease/ Syndrome/Surgery [tenosynovitisin both thumbs]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2012
Ongoing: YES
LV 11 Line/MH Number: [22] Comments
Disease/Syndrome/Surgery [basal cell carcinoma, multiple locations] Comments
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1999 Comments
Ongoing: NO Comments
End Date:
Jan/UNK/2020
1W || ine/MH Number: [23] Comments
Disease/ Syndrome/Surgery [basal cell excision, multiple locations] Comments
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2020 Comments
Ongoing: NO Comments
End Date:
Jan/UNK/2020
Page 12 of 235
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Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1x 11 Line/MH Number: [24]
Disease/Syndrome/Surgery [melanoma on lower right back, excision]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
UNK/UNK/2017
LY || Line/MH Number: [25]
Disease/ Syndrome/Surgery [persistent rash on extremities]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2015
Ongoing: YES
1z |/ Line/MH Number: [26]
Disease/Syndrome/Surgery [actinic keratosig]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2015
Ongoing: YES
1aa || | ine/MH Number: [27]
Disease/Syndrome/Surgery [anxiety]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2001
Ongoing: YES
Page 13 of 235
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Generated Time (GMT): 29-Mar-2021 11:34

1 ||| ine/MH Number: [28]
Disease/Syndrome/Surgery [scrotum cyst on left side]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1996
Ongoing: NO
End Date:
UNK/UNK/1999
1.2 || Line/MH Number: [29]

Disease/ Syndrome/Surgery [hypogonadism on left]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1996
Ongoing: YES

Lad || | ine/MH Number: [30]

Disease/Syndrome/Surgery [Peyroni€e's Disease]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2011
Ongoing: YES
1.2 || | ine/MH Number: [31]
Disease/Syndrome/Surgery [left bicep tear]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Dec/UNK/2019
Ongoing: NO
End Date:
Jan/UNK/2020
Page 14 of 235
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SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
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Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1a || Line/MH Number: [32]
Disease/Syndrome/Surgery [left bicep tear surgical repair]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2020
Ongoing: NO
End Date:
Jan/UNK/2020
180 || Line/MH Number: [33]

Disease/Syndrome/Surgery [left lensimplant, left]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2013
Ongoing: NO
End Date:
UNK/UNK/2013
Lah ||| ine/MH Number: [34]

Disease/Syndrome/Surgery [right lensimplant]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: NO
End Date:
UNK/UNK/2010
La ||| ine/MH Number: [35]

*** Confidential***

Disease/Syndrome/Surgery [uralift procedure]
/Non-Drug Allergies/Drug
Allergies:
Start Date: May/UNK/2019
Ongoing: NO
End Date:
May/UNK/2019
Page 15 of 235
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Generated Time (GMT): 29-Mar-2021 11:34

18 || Line/MH Number: [36]
Disease/Syndrome/Surgery [scrotum cystectomy]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1999
Ongoing: NO
End Date:
UNK/UNK/1999
L&k || Line/MH Number: [37]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[inguinal herniarepair]

Start Date:

UNK/UNK/1986

Ongoing:

NO

End Date:
UNK/UNK/2017

ld Line/MH Number:

[]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[]

Start Date:

1

Ongoing:

Lam ||| ine/MH Number:

[]

Disease/ Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[]

Start Date:

1

Ongoing:

Page 16 of 235
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SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1an || Line/MH Number:

[]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[]

Start Date:

1

Ongoing:

*** Confidential***
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Form: HIV STATUS

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

HIV Status

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

The subject isNOT known to be HIV POSITIVE

Page 18 of 235
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Generated By: | (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Sep/24/2020
2. | Weight: [79.5]
3. | Unit: kg
4. | Height: [179.3]
5. | Unit: cm
6. | Body Mass Index: [24.7]
Vital Signs Details
72| Record |dentifier: 1
Temperature: [37.0]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 19 of 235
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Visit: V1 DAY1 VAX1 L
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Generated By:  (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Disposition
1. | Randomization Date : Sep/24/2020
2. | Randomization Number: [265229]
3. | Randomization Group: []
Page 20 of 235
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Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/24/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a
Sample ID [BP9IRW]
5b || sample D [BLOVF1]
5C || sample D [BLOVF2]
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Generated By: | (b) (4)

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

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/24/2020
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
54|  sample D [BP9B1W]
Page 22 of 235
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Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Sep/24/2020 20:04

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 23 of 235

FDA-CBER-2021-5683-0937960




090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1131

Subject No; 11311216
Generated By:  (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical
Subject Initials; ---

Research

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT
SUBJECT

COLLECTED FOR THIS
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Oct/15/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Vital Signs
1. | Date: Oct/15/2020
Vital Signs Details
2.a|| Record Identifier: 1
Temperature: [37.3]
Unit: C
Temperature L ocation: ORAL CAVITY
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By: | (b) (4)

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

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/15/2020
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
54|  sample D [BP9B51]
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Oct/15/2020 11:45

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?
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Header Text: c4591001

Visit: V3 MONTH1 _POSTVAX2 L
Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Nov/16/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

SiteNo: 1131 Site Name: (1131) PriMED Clinica Research

Subject No: 11311216 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Nov/16/2020

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

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BPIB17]
5b || sample 1D [BS7XGH]
5C || sample ID [BS7TXGJ]
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Header Text: c4591001

Visit

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By: | (b) (4)

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

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit:

*** Confidential***
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Header Text: c4591001

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

Visit

Form Version: 20-Feb-2021 02:17
Site No: 1131

Subject No; 11311216

Generated By:  (b) (4)

Form Status: Not Started

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Signsand Symptoms

1. | Date of Assessment:

I

2. | Date of First Symptom Started:

I

3. | Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

> Symptoms - Other Text:

[]
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Header Text: c4591001

Visit

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

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

SELF

Form Status: Not Started

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

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.

> Sample D

[]

*** Confidential***
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Header Text: c4591001

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

Visit

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

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.

> Sample D

[]
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Header Text: c4591001

Visit

Form Version: 20-Feb-2021 02:19
Site No: 1131

Subject No; 11311216

Generated By: | (b) (4)

Visit: POT_COVID_ILL - New Unscheduled Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Health Care Utilization

1 Physician or Healthcare

Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

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

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Form: ILLNESS DETAILS

Visit

Form Version: 06-Jul-2020 21:52
Site No: 1131

Subject No; 11311216
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

IlIness Details

1. | Category of Clinical Event:

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

3. | Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21.04
SiteNo: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

COVID-19 IlIness Visit

3.

COVID-19 IllIness 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: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

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.

> Sample D

[]

Page 38 of 235

*** Confidential***
FDA-CBER-2021-5683-0937975




090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1131

Subject No; 11311216

Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

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.

> Sample D

[]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:04
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Unplanned Assessments

1. | Assessments
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Header Text: c4591001
Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
4 Category AE !dentl Adverse Event Start Date IstheAdversz? Event Still | Form Instanc
fier Ongoing e
1. |ADVERSEE |1 reoccurrence of | Oct/4/2020 UNK: | NO Repeating
VENT vertigo UNK End Date Time: Pages
Oct/6/2020 UNK:UNK
2.|ADVERSEE |2 reoccurrence of | Nov/12/2020 11:0 | NO Repeating
VENT vertigo 0 End Date Time; Pages
Nov/12/2020 13:00
3.|ADVERSEE |3 Post-op Hemato | Dec/30/2020 UN | NO Repeating
VENT ma K:UNK End Date Time: Pages
Dec/31/2020 UNK:UN
K
4. | ADVERSEE |4 injection sitepai | Feb/19/2021 UN | NO Repeating
VENT n K:UNK End Date Time: Pages
Feb/24/2021 UNK:UN
K
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(1]

3.

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

[reoccurrence of vertigo]

Start Date Time:

Oct/4/2020 UNK:UNK

Isthe adverse event still
ongoing?

NO

End Date Time:
Oct/6/2020 UNK:UNK

Toxicity Grade:

Is the 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

Is this adverse event the result of
astudy Medication Error?

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

NO
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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
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
9. | Isthis event related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Per physician, subject has history of vertigo; perhaps side eff of
medications]
10. | Latest Action Taken with Study | NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment NO
given?
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?.
14. | Did the adverse event causethe | NO
subject to be discontinued from
the study?
15. | Serious Adverse Event Number: | []
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

[2]

3.

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

[reoccurrence of vertigo]

Start Date Time:

Nov/12/2020 11:00

Is the adverse event still
onhgoing?

NO

End Date Time:
Nov/12/2020 13:00

Toxicity Grade:

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

Is this adverse event the result of
astudy Medication Error?

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

NO
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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
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
9. | Isthis event related to study NOT RELATED

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

OTHER
If Other, specify:
[history of vertigo, perhaps side effect medications]

10. | Latest Action Taken with Study | NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication NO

given?
12. | Was aNon-Drug Treatment NO

given?
13. | What was the outcome of this RECOVERED/RESOLVED

adverse event?.
14. | Did the adverse event causethe | NO

subject to be discontinued from

the study?
15. | Serious Adverse Event Number: | []

For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Post-op Hematomal
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Dec/30/2020 UNK:UNK
5. | Isthe adverse event till NO
ongoing? End Date Time:
Dec/31/2020 UNK:UNK
6. | Toxicity Grade:
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?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

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

Isthis serious event life threatening?
NO

Other medically important serious event
NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status:. Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

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. | Isthis event related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is dueto:
OTHER
If Other, specify:
[Post-op orichiectomy]

10. | Latest Action Taken with Study

NOT APPLICABLE

*** Confidential***

Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment NO
given?
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?.
14. | Did the adverse event causethe | NO
subject to be discontinued from
the study?
15. | Serious Adverse Event Number: | [2021101677]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

[4]

3.

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

[injection site pain]

Start Date Time:

Feb/19/2021 UNK:UNK

Is the adverse event still
onhgoing?

NO

End Date Time:
Feb/24/2021 UNK:UNK

Toxicity Grade:

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

Is this adverse event the result of
astudy Medication Error?

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

NO

Isthis event related to study
treatment:

RELATED
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

10. | Latest Action Taken with Study | NOT APPLICABLE
Treatment:
11. | Was aConcomitant Medication | YES
given?
12. | Was aNon-Drug Treatment NO
given?
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event causethe | NO
subject to be discontinued from
the study?
15. | Serious Adverse Event Number: [ ]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1131

Subject No: 11311216
Generated By:  (b) (4)

Form: MEDICATION ERROR

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

4 Catego | Medication E | Start D | Isthemedication error Still | Study Medication Error | Form Instanc
ry rror ate Ongoing sAction e
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Medication Error

1. | Category:

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

3. | Start Date: 1

4. | Isthe medication error still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was aNon-Drug Treatment
given?

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

9. | Wasthis 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 Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1131) PriMED Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Med | Start D | Form Instanc
dentifier dication Pre-specified ication ate e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1131) PriMED Clinica Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Concomitant M edications

1. | What isthe medication identifier?

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

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

[]

5. | Date:

I

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Sponsor-Defined | Category for M | Concomitant Medication | Name of Me | Dose Descr | Form Instanc
I dentifier edication s Pre-specified dication iption e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
Concomitant Medications
1. [ What isthe medication identifier? | [ ]
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [
Provide the complete generic
drug name (including salt form,
where applicable). Where generic
name is unknown, enter the full
trade or proprietary name.
Include clarifying information in
the Medication text (e.g.,
Ingredient(s), route, use,
formulation).
5. | Dose: []
6. | Dose Unit:
7. | Dose Freguency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1131

Subject No: 11311216
Generated By:  (b) (4)

Form: RADIATION TREATMENT

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Categor | Treatment Identifi | Con Non-Drug Treatments Pre-spec | Treatme | Start Dat
# - Form Instance
y er ified nt e
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Radiation Treatment

1. | Category:

2. | What is the treatment |dentifier?

3. | Concomitant Non-drug Treatment

Pre-specified:

4., | Treatment:

[]

5. | Start Date:

I

6. | Ongoing?
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: TRANSFUSIONS

Site Name: (1131) PriMED Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 11:34

# Transfusion Type Date of Transfusion Form Instance
1 Repesting Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

I

*** Confidential***
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 2155
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DISPOSITION - TREATMENT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Nov/16/2020
Completion/Discontinuation
/Degth :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: c4591001

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

*** Confidential***

Page 63 of 235

FDA-CBER-2021-5683-0938000




090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16

Site No: 1131
Subject No: 11311216
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Vital Signs

1

Date:

I

Vital Signs Details

2.

Record |dentifier:

Temperature:

[]

Unit:

Temperature Location:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION
Form Version: 10-Dec-2020 02:26
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

©|® (N[0 | MWD

Unit:

'—\
©

Timeframe Subject Was
Observed

=
=

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: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

Page 66 of 235

*** Confidential***
FDA-CBER-2021-5683-0938003




090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Form Version: 10-Oct-2020 16:01
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 2153
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Disposition - Follow-Up

1. | Date of
Completion/Discontinuation
/Death :

I

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
SiteNo: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Jan/28/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible per local/national recommendations and 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
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: TREATMENT UNBLINDED

Form Status:. Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Treatment Unblinded

1.

Date Treatment Unblinded :

Jan/28/2021

2

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

I
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Death Details

1

Date of Collection / Notification
of Death:

I

Cause of Death

2.

Cause of Death Status:

Cause of Death:

[]

*** Confidential***
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status:. Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Feb/18/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION
Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/1/2021

*** Confidential***
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1131

Subject No; 11311216

Generated By:  (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Form Comments

Inclusion Criteria Not M et

1

Description of Inclusion Not Applicable
Criterion Not Met
Exclusion CriteriaMet
2 Description of Exclusion Not Applicable
Criterion Met
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of
Completion/Discontinuation
/Death :

Feb/18/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

3. | Status:

COMPLETED

4. | Specify Status:

[]

*** Confidential***
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/18/2021
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BTZPVD]
5b || sample D [BKZ3CX]
5C || sample D [BKZ3CY]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/18/2021
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
54|  sample D [BROGCN]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of YES Comments
vaccination? Date of First Delay:
Feb/1/2021
Reason(s) for Temporary Delay of Vaccination
FEVER OR ACUTE ILLNESS
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/18/2021 14:15
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was 30 MINUTES
Observed
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Mar/11/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V102 _VAX4

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Data Complete, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/11/2021
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
54|  sample D [BRR8X4]
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Header Text: c4591001

Visit: V102 _VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: VACCINATION

Form Status: Data Complete, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/11/2021 14:25
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was 30 MINUTES
Observed
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:04
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001

Visit: V104 MONTH®6

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V104 MONTH®6

Form Version: 22-Apr-2020 21:04
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:04
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -

Unscheduled

Form Version: 20-Feb-2021 02:26

Site No: 1131
Subject No: 11311216
Generated By: | (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Disposition - Treatment

1. | Date of
Completion/Discontinuation
/Death :

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: SUBJECT STATUS

Form Status. Data Complete, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

*** Confidential***

Subject Status

1. | Subject Status FOLLOW-UP

2. | Subject Status Date Nov/16/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: CASEBOOK SIGNATURE FORM
Form Status. Data Complete, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Hereto Enable
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Header Text: c4591001

Form Version: 22-Apr-2020 21:04
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Vigit: Investigator Signature - Unscheduled  Form: CASEBOOK SIGNATURE FORM

Form Status. Data Complete, Verified

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

*** Confidential***

Audit Trail
This form reguires signing by a member of each of the following signature groups:
e CRF _Sign
e CRF Sign_1
Name Signature Date Type Action
Meaning
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 2153
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item | Date

User Comment

Form | Sep-24-2020 19:57:05 (UTC-05:00) Eastern |(b) (4), (b) (6) no inclusion or exclusion criteria met

Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

*** Confidential***

Item | Date User Comment
la |Sep-25-2020 10:36:19 (UTC-05:00) Eastern | (b) (4), (b) (6) | etiology, unknown
Time (US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item | Date User Comment
la |[Sep-25-202010:36:19 (UTC-05:00) Eastern | (b) (4), (b) (6) | etiology, unknown
Time (US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

*** Confidential***

Item | Date User Comment
la |Sep-25-2020 10:36:19 (UTC-05:00) Eastern | (b) (4), (b) (6) | etiology, unknown
Time (US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item | Date User Comment
la |[Sep-25-202010:36:19 (UTC-05:00) Eastern | (b) (4), (b) (6) | etiology, unknown
Time (US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

*** Confidential***

Item | Date User Comment
1.9 |[Sep-25-2020 10:42:37 (UTC-05:00) Eastern | (b) (4), (b) (6) | etiology unknown
Time (US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item

Date

User

Comment

1q

Sep-25-2020 10:42:37 (UTC-05:00) Eastern
Time (US & Canada)

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

etiology unknown
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item

Date

User

Comment

1q

Sep-25-2020 10:42:37 (UTC-05:00) Eastern
Time (US & Canada)

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

etiology unknown
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item

Date

User

Comment

1q

Sep-25-2020 10:42:37 (UTC-05:00) Eastern
Time (US & Canada)

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

etiology unknown
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item

Date

User

Comment

1v

Sep-25-2020 10:46:41 (UTC-05:00) Eastern
Time (US & Canada)

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

chest, neck, nose, ears, face
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item | Date User Comment
1v |Sep-25-2020 10:46:41 (UTC-05:00) Eastern | (b) (4), (b) (6) | chest, neck, nose, ears, face
Time (US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item

Date

User

Comment

1v

Sep-25-2020 10:46:41 (UTC-05:00) Eastern
Time (US & Canada)

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

chest, neck, nose, ears, face
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item

Date

User

Comment

1v

Sep-25-2020 10:46:41 (UTC-05:00) Eastern
Time (US & Canada)

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

chest, neck, nose, ears, face
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item

Date

User

Comment

1w

Sep-25-2020 10:47:04 (UTC-05:00) Eastern
Time (US & Canada)

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

chest, neck, nose, ears, face
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item

Date

User

Comment

1w

Sep-25-2020 10:47:04 (UTC-05:00) Eastern
Time (US & Canada)

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

chest, neck, nose, ears, face
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item

Date

User

Comment

1w

Sep-25-2020 10:47:04 (UTC-05:00) Eastern
Time (US & Canada)

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

chest, neck, nose, ears, face
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item

Date

User

Comment

1w

Sep-25-2020 10:47:04 (UTC-05:00) Eastern
Time (US & Canada)

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

chest, neck, nose, ears, face
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item | Date

User Comment

Time (US & Canada)

Form | Feb-18-2021 16:04:57 (UTC-05:00) Eastern | (b) (4), Not Applicable

(b) (6)

*** Confidential***
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: VACCINATION - Comments

Form Status:. Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Item | Date User Comment
1 Feb-18-2021 16:13:49 (UTC-05:00) Eastern | (b) (4), subject had testicles removed 30/dec/2020,
Time (US & Canada) (b) (6) had scrotal hematoma
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled  Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

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

e CRF_Sign
e CRF Sign_1
Name Signature Date Type Action
M eaning
(b) (6) N/A Jan-28-2021 14:29:24 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
William Approved Nov-17-2020 16:05:50 (UTC-05:00) Eastern | BOOK Signed
Randall Time (US & Canada)
Affidavit:

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

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

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

(b) (6) N/A Nov-17-2020 14:19:18 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
William Approved Nov-17-2020 12:36:15 (UTC-05:00) Eastern | BOOK Signed

Randall

Time (US & Canada)
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled  Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Affidavit:

By my dated signature below, |, WilliamRandall, 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 below.

(b) (6) N/A Nov-16-2020 11:48:10 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
William Approved Nov-10-2020 15:30:17 (UTC-05:00) Eastern | BOOK Signed
Randall Time (US & Canada)
Affidavit:

By my dated signature below, |, WilliamRandall, 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: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason
Sep-24-2020 19:56:36 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 08 SEP 2020

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-24-2020 19:56:36 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) STAGE 3 COHORTS

Time (US & Canada)
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Sep-24-2020 19:56:43 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OBTAINED
Time (US & Canada) Date Written Consent Obtain
ed
Sep/24/2020
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Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54

Site No: 1131

Subject No: 11311216
Generated By:  (b) (4)

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

Site Name: (1131) PriMED Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Subject ID

Date L ocation User Value Reason
Sep-24-2020 19:56:29 | ACVOPFEINFP6000 |autocalc |Data Entry: Item copied from
(UTC-05:00) Eastern (autocalc) | 11311216 previous form
Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason
Sep-24-2020 19:56:27 | ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-05:00) Eastern (autocalc) |(b) (6) 1947

Time (US & Canada)

3. Sex:

Date L ocation User Value Reason
Sep-24-2020 19:56:53 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) MALE

Time (US & Canada)

4. Ethnicity:

Date L ocation User Value Reason
Sep-24-2020 19:56:53 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT HISPANIC OR LATINO(

Time (US & Canada) A) OR OF SPANISH ORIGIN

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

Date L ocation User Value Reason
Sep-24-2020 19:56:53 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) WHITE

Time (US & Canada)

*** Confidential***

Page 117 of 235

FDA-CBER-2021-5683-0938054




Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-24-2020 19:56:59 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sep/24/2020

Time (US & Canada)

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: DISPOSITION - SCREENING - eCRF Audit Trail History
Form Version: 15-Sep-2020 21.52 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Sep-24-2020 19:57:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sep/24/2020

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Sep-24-2020 19:57:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENING

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Sep-24-2020 19:57:12 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) COMPLETED

Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials; ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Back to Form

la
Date Location User Value Reason
Sep-25-2020 10:35:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 1
Time (US & Canada) ber:

Medical Histor vertigo, interm

y Term: ittent

Start Date: UNK/UNK/20

1
Ongoing: NO
End Date:
UNK/UNK
/2018

l.aLine/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:35:42 | ACVOPFEINFPGE000 |autocalc | Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:35:42 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) 6) vertigo, intermittent
Time (US & Canada)
1l.a Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:35:42 | ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern ®)(®) UNK/UNK/2011
Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1.a Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:35:42 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) 6) NO
Time (US & Canada) End Date:
UNK/UNK/2018

1b
Date L ocation User Value Reason
Sep-25-2020 10:36:41 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 2
Time (US & Canada) ber:

Medical Histor difficulty swall

y Term: owing

Start Date: UNK/UNK/20

15
Ongoing: NO
End Date;
UNK/UNK
/2015
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.b Line/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:36:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:36:41 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), difficulty swallowing
Time (US & Canada) o)
1.b Start Date;
Date L ocation User Value Reason
Sep-25-2020 10:36:41 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2015
Time (US & Canada) (e
1.b Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:36:41 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6 End Date:
UNK/UNK/2015

1lc
Date Location User Value Reason
Sep-25-2020 10:37:34 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 3
Time (US & Canada) ber:

Medical Histor cataract in left

y Term: eye

Start Date: UNK/UNK/20

05

Page 122 of 235

*** Confidential***
FDA-CBER-2021-5683-0938059




090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Ongoing: NO
End Date:
UNK/UNK
/2013
1l.cLine/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:37:34 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:37:34 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), cataract in left eye
Time (US & Canada) tonta)
1.c Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:37:34 | ACVOPFEINFPE000 | (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), UNK/UNK/2005
Time (US & Canada) (bx(e
1.c Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:37:34 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) torts End Date:
UNK/UNK/2013
1d
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: 1131
Subject No: 11311216
Generated By:  (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Sep-25-2020 10:37:51
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | auto calc
(autocalc)

Data Entry:
Line/MH Nu 4
mber:
Medical Hist cataract surgery
ory Term: in left eye
Start Date:  UNK/UNK/201
3
Ongoing: NO
End Date:

UNK/UNK/2
013

Initial Entry
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1.dLine/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:37:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:37:51 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), cataract surgery in left eye
Time (US & Canada) o)
1.d Start Date;
Date L ocation User Value Reason
Sep-25-2020 10:37:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2013
Time (US & Canada) (e
1.d Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:37:51 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6 End Date:
UNK/UNK/2013

le
Date L ocation User Value Reason
Sep-25-2020 10:38:18 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 5
Time (US & Canada) ber:

Medical Histor cataractinrig

y Term: ht eye

Start Date: UNK/UNK/20

05
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Ongoing: NO
End Date:

UNK/UNK

/2010
l.eLine/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:38:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5
Time (US & Canada)

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

Date L ocation User Value Reason
Sep-25-2020 10:38:18 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), cataract in right eye
Time (US & Canada) tonta)
1.e Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:38:18 | ACVOPFEINFP6000 (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), UNK/UNK/2005
Time (US & Canada) (bx(e
1.e Ongoing:
Date Location User Value Reason
Sep-25-2020 10:38:18 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) torts End Date:

UNK/UNK/2010
1f
Date L ocation |User |Va|ue Reason
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Header Text: c4591001

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Sep-25-2020 10:38:37
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | auto calc
(autocalc)

Data Entry:
Line/MH Nu 6
mber:
Medical Hist cataract surgery i
ory Term:  nright eye
Start Date:  UNK/UNK/2010
Ongoing: NO
End Date:
UNK/UNK/2
010

Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.f Line/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:38:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 6

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-25-2020 10:38:37 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), cataract surgery in right eye
Time (US & Canada) o)
1.f Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:38:37 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2010
Time (US & Canada) (e
1.f Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:38:37 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6 End Date:
UNK/UNK/2010

19
Date L ocation User Value Reason
Sep-25-2020 10:38:54 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 7
Time (US & Canada) ber:

Medical Histor esophageal dil

y Term: aion

Start Date: UNK/UNK/20

15

Page 128 of 235

*** Confidential***
FDA-CBER-2021-5683-0938065




090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Ongoing: NO
End Date:
UNK/UNK
/2015
1.gLine/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:38:54 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |7
Time (US & Canada)
1.9 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:38:54 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), esophageal dilation
Time (US & Canada) tonta)
1.g Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:38:54 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2015
Time (US & Canada) (bx(e
1.9 Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:38:54 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) torts End Date:
UNK/UNK/2015
1h
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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Sep-25-202010:39:10 | ACVOPFEINFPGE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH Nu 8
Time (US & Canada) mber:

Medical Histo alergic rhinitis

ry Term: , Seasonal

Start Date: UNK/UNK/20

07

Ongoing: YES
1.h Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:39:10 | ACVOPFEINFP6E000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |8
Time (US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:39:10 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), alergic rhinitis, seasonal
Time (US & Canada) ORE)
1.h Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:39:10 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2007
Time (US & Canada) (e
1.h Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:39:10 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) o
Li
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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Sep-25-2020 10:39:44 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH 9
Time (US& Canada) Number:

Medical H chronic obstructive

istory Ter pulmonary disease,

m: mild

Start Date UNK/UNK/2008

Ongoing: YES
Li Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:39:44 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |9
Time (US & Canada)
1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.
Date L ocation User Value Reason
Sep-25-2020 10:39:44 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), chronic obstructive pulmonar
Time (US & Canada) o) y disease, mild
1.i Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:39:44 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2008
Time (US & Canada) (e
1.i Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:39:44 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) (b) (6
1j
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Date L ocation User Value Reason
Sep-25-2020 10:40:00 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Ling/MH Numb 10
Time (US & Canada) er:

Medical History high blood pr

Term: essure

Start Date: UNK/UNK/2

000

Ongoing: YES
1,j Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:40:00 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 10
Time (US & Canada)

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

Date L ocation User Value Reason
Sep-25-2020 10:40:00 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), high blood pressure

Time (US & Canada) tonte)

1,j Start Date:

Date L ocation User Value Reason
Sep-25-2020 10:40:00 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2000

Time (US & Canada) (bx(6

1.j Ongoing:

Date L ocation User Value Reason
Sep-25-2020 10:40:00 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES

Time (US & Canada) (ae
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1k
Date L ocation User Value Reason
Sep-25-2020 10:40:14 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 11
Time (US & Canada) er:

Medical History hyperlipide

Term: mia

Start Date: UNK/UNK/

1987
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

1.k Line/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:40:14 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 11
Time (US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:40:14 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), hyperlipidemia
Time (US & Canada) torte)
1.k Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:40:14 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, UNK/UNK/1987
Time (US & Canada) (0) (6)
1.k Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:40:14 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) ot
1l
Date L ocation User Value Reason
Sep-25-2020 10:40:31 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 12
Time (US & Canada) ber:

Medical Histor inguinal herni

y Term: a

Start Date: UNK/UNK/20

17
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Ongoing: NO
End Date:

UNK/UNK
12017
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

1. Line/MH Number:

Date L ocation User Value Reason

Sep-25-2020 10:40:31 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |12

Time (US & Canada)

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

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Entered in error

14:55:38 (b) (6)

(UTC-05:00) Eastern

Time (US & Canada)

Sep-28-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered The procedure was

14:54:57 already added to the

(UTC-05:00) Eastern medical history.

Time (US & Canada) Thank you.

Sep-28-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY-

14:44:44 (b) (6) Inguinal herniahas

(UTC-05:00) Eastern an END DATE.

Time (US & Canada) Please confirm if a
procedure/surgery
was performed and
if so please add to
MedHx as a
separate entry.

Sep-25-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

10:40:31 inguina hernia

(UTC-05:00) Eastern

Time (US & Canada)

1| Start Date:

Date L ocation User Value Reason

Sep-25-2020 10:40:31 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, UNK/UNK/2017

Time (US & Canada) torts
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1.1 Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:40:31 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6 End Date:
UNK/UNK/2017

1m
Date L ocation User Value Reason
Sep-25-2020 10:40:48 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 13
Time (US & Canada) mber:

Medical Hist gastroesophagea

ory Term: | reflux disease

Start Date:  UNK/UNK/200

5
Ongoing: YES

*** Confidential***

Page 137 of 235

FDA-CBER-2021-5683-0938074




090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.m Line/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:40:48 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |13
Time (US & Canada)
1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:40:48 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), gastroesophageal reflux disea
Time (US & Canada) torte) se
1.m Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:40:48 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2005
Time (US & Canada) (0) (6)
1.m Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:40:48 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) ot
1n
Date L ocation User Value Reason
Sep-25-2020 10:41:04 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 14
Time (US & Canada) ber:

Medical Histor erectile dysfu

y Term: nction

Start Date: UNK/UNK/2

000
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1.n Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:41:04 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 14
Time (US & Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:41:04 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), erectile dysfunction
Time (US & Canada) torte)
1.n Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:41:04 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2000
Time (US & Canada) (0) (6)
1.n Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:41:04 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) ot
lo
Date L ocation User Value Reason
Sep-25-2020 10:41:52 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 15
Time (US & Canada) mber:

Medical Hist benign prostatic

ory Term: hypertrophy

Start Date:  UNK/UNK/198

8
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.0 Line/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:41:52 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) |15

1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Sep-25-2020 10:41:52 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), benign prostatic hypertrophy
Time (US & Canada) torte)
1.0 Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:41:52 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/1988
Time (US & Canada) (0) (6)
1.0 Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:41:52 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) ot
1p
Date L ocation User Value Reason
Sep-25-2020 10:42:06 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 16
Time (US & Canada) er:

Medical History hypothyroid

Term: ism

Start Date: UNK/UNK/

1999
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1.pLine/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:42:06 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 16
Time (US & Canada)
1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:42:06 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), hypothyroidism
Time (US & Canada) torte)
1.p Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:42:06 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/1999
Time (US & Canada) (0) (6)
1.p Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:42:06 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) ot
1q
Date L ocation User Value Reason
Sep-25-2020 10:42:25 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 17
Time (US & Canada) er:

Medical History recurrent nec

Term: k pain

Start Date: UNK/UNK/2

013
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

1.gLine/MH Number:

Date L ocation User Value Reason

Sep-25-2020 10:42:25 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |17

Time (US & Canada)

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

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

10:01:04 (b) (6) query

(UTC-05:00) Eastern

Time (US & Canada)

Sep-28-2020 ACVOPFEINFP6000 [(b) (4), (b) (6) |Query 1: Answered Original valueis

14:53:22 correct

(UTC-05:00) Eastern

Time (US & Canada)

Sep-28-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY - If

14:48:50 (b) (6) the

(UTC-05:00) Eastern diagnosigetiology

Time (US & Canada) for condition
‘recurrent neck pain'
is known and not
already listed in
MH, please report
as a separate MH
entry.

Sep-25-2020 ACVOPFEINFP6000 ((b) (4), (b) (6) |DataEntry: Initial Entry

10:42:25 recurrent neck pain

(UTC-05:00) Eastern

Time (US & Canada)

1.g Start Date:

Date L ocation User Value Reason

Sep-25-2020 10:42:25 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), UNK/UNK/2013

Time (US & Canada) (e
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1.9 Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:42:25 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (e
1r
Date L ocation User Value Reason
Sep-25-2020 10:43:25 | ACVOPFEINFPG6000 |autocalc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocdlc) | LineMH N 18
Time (US& Canada) umber:

Medical His carpal tunnel syn

tory Term: drome, left hand

Start Date:  UNK/UNK/2016

Ongoing:  YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

1.r Line/MH Number:

Date L ocation User Value Reason

Sep-25-2020 10:43:25 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |18

Time (US & Canada)

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

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

10:02:06 (b) (6) query

(UTC-05:00) Eastern

Time (US & Canada)

Sep-28-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered That's actually

14:52:57 incorrect- left hand

(UTC-05:00) Eastern was not repaired

Time (US & Canada) and so the condition
iscontinuing. The
right hand got the
repair asis reflected
in the EDC. Thank
you.

Sep-28-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY-

14:43:.01 (b) (6) Carpal tunnel

(UTC-05:00) Eastern syndrome, left hand

Time (US & Canada) has an END DATE.
Please confirm if a
procedure/surgery
was performed and
if so please add to
MedHx asa
separate entry.

Sep-25-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

10:43:25 carpal tunnel syndrome, le

(UTC-05:00) Eastern ft hand

Time (US & Canada)

1.r Start Date:
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Header Text: c4591001

Subject No: 11311216
Generated By:  (b) (4)

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Date L ocation User Value Reason
Sep-25-2020 10:43:25 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, UNK/UNK/2016

Time (US & Canada) s

1.r Ongoing:

Date L ocation User Value Reason
Sep-25-2020 10:43:25 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES

Time (US & Canada) (bie

1s

Date L ocation User Value Reason
Sep-25-2020 10:43:46 | ACVOPFEINFP6000 |autocalc | DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH N 19

Time (US& Canada) umber:

Medical His carpal tunnel righ
tory Term: t hand repair
Start Date:  UNK/UNK/2018
Ongoing:  NO

End Date:

UNK/UNK/2
018
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1.sLine/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:43:46 | ACVOPFEINFPE000 |autocalc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 19
Time (US & Canada)
1.s Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:43:46 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), carpal tunnel right hand repair
Time (US & Canada) () (6)
1.s Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:43:46 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern 4), UNK/UNK/2018
Time (US & Canada) o
1.sOngoing:
Date L ocation User Value Reason
Sep-25-2020 10:43:46 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) e End Date:

UNK/UNK/2018
1t
Date L ocation User Value Reason
Sep-25-2020 10:44:11 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineelMH N 20
Time (US& Canada) umber:

Medical Hi carpal tunnel synd
story Term: rome, right hand
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Start Date: UNK/UNK/2016
Ongoing:. NO
End Date;
UNK/UNK/20
18
1.t Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:44:11 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |20
Time (US & Canada)
1.t Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:44:11 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), carpal tunnel syndrome, right
Time (US & Canada) (0)(6) hand
1.t Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:44:11 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2016
Time (US & Canada) (e
1.t Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:44:11 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) o End Date:
UNK/UNK/2018
lu
Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Sep-25-2020 10:44:31
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(autocalc) | Line/MH Nu 21
mber:

Medical Hist tenosynovitisin
ory Term: both thumbs

Start Date: UNK/UNK/201
2

Ongoing: YES

1.u Line/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:44:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) |21

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

Date L ocation User Value Reason

Sep-25-2020 10:44:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), tenosynovitisin both thumbs

Time (US & Canada) ORE)

1.u Start Date:

Date L ocation User Value Reason

Sep-25-2020 10:44:31 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, UNK/UNK/2012

Time (US & Canada) (e

1.u Ongoing:

Date L ocation User Value Reason

Sep-25-2020 10:44:31 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry

(UTC-05:00) Eastern 4), YES

Time (US & Canada) o

lv

Date L ocation |User |Value Reason
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Header Text: c4591001

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Sep-25-2020 10:45:44
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |autocalc

(autocalc)

Data Entry:
LineMH 22
Number :

Medical H basal cell carcinom
istory Ter & multiple location
m: S

Start Date UNK/UNK/1999

Ongoing: NO
End Date:

Jan/UNK/2020

Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.vLine/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:45:44 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) |22

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

Date L ocation User Value Reason
Sep-25-2020 10:45:44 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), basal cell carcinoma, multiple
Time (US & Canada) o) locations
1.v Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:45:44 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/1999
Time (US & Canada) (e
1.v Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:45:44 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6 End Date:

Jan/UNK/2020
1w
Date L ocation User Value Reason
Sep-25-2020 10:46:22 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Line/MH 23
Time (US & Canada) Number:

Medical Hi basal cell excision,
story Term multiple locations

Start Date: Jan/UNK/2020
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Ongoing: NO
End Date:
Jan/UNK/2020
1.wLine/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:46:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |23
Time (US & Canada)
1.w Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:46:22 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), basal cell excision, multiplelo
Time (US & Canada) ) cations
1w Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:46:22 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Jan/UNK /2020
Time (US & Canada) aige
1.w Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:46:22 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) forts End Date:
Jan/UNK/2020
1x
Date L ocation User Value Reason
Sep-25-2020 10:48:00 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | LineMH 24
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Time (US & Canada)

Number:

Medical H melanomaon lowe
istory Ter rright back, excisi
m: on

Start Date UNK/UNK/2017

Ongoing: NO
End Date:

UNK/UNK/201
7
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
1.x Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:48:00 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 24
Time (US & Canada)
1.x Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:48:00 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), melanoma on lower right back
Time (US & Canada) o) , EXcision
1.x Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:48:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, UNK/UNK/2017
Time (US & Canada) (e
1.x Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:48:00 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6 End Date:
UNK/UNK/2017

ly
Date L ocation User Value Reason
Sep-25-2020 10:48:29 | ACVOPFEINFPGE000 |autocalc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 25
Time (US & Canada) mber:

Medical Hist persistent rash o

ory Term: n extremities

Start Date:  UNK/UNK/201

5
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131
Subject No: 11311216

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Ongoing: YES
1y Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:48:29 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |25
Time (US & Canada)
1.y Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:48:29 | ACVOPFEINFP6000 (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), persistent rash on extremities
Time (US & Canada) (0)(6)
ly Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:48:29 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2015
Time (US & Canada) (ae
1.y Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:48:29 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) e
1z
Date L ocation User Value Reason
Sep-25-2020 10:48:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 26
Time (US & Canada) r

Medical History actinic kerat

Term: 0sis
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Start Date: UNK/UNK/
2015
Ongoing: YES
1.zLine/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:48:46 | ACVOPFEINFPGE000 |autocalc | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) |26

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

Date L ocation User Value Reason
Sep-25-2020 10:48:46 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), actinic keratosis

Time (US & Canada) (©) (6)

1.z Start Date:

Date L ocation User Value Reason
Sep-25-2020 10:48:46 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern 4), UNK/UNK/2015

Time (US & Canada) o

1.z Ongoing:

Date L ocation User Value Reason
Sep-25-2020 10:48:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES

Time (US & Canada) (e

laa

Date L ocation User Value Reason
Sep-25-2020 10:49:04 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | Line/MH Numbe 27
r.
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Medical History anxiety

Term:

Start Date: UNK/UNK/

2001

Ongoing: YES
l.aaLine/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:49:04 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |27
Time (US & Canada)
1.aa Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:49:04 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), anxiety
Time (US & Canada) tonta)
1.aa Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:49:04 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, UNK/UNK/2001
Time (US & Canada) lae
1.aa Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:49:04 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) torts
lab
Date L ocation User Value Reason
Sep-25-2020 10:49:31 | ACVOPFEINFP6000 |autocalc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 28
Time (US & Canada)
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Site No: 1131
Subject No: 11311216
Generated By:

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

(b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

mber:
Medical Histo scrotum cyst on

ry Term: |eft side
Start Date: UNK/UNK/199
6
Ongoing: NO
End Date:
UNK/UNK/
1999
l.ab Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:49:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |28
Time (US & Canada)
1.ab Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:49:31 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), scrotum cyst on left side
Time (US & Canada) e
1l.ab Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:49:31 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/1996
Time (US & Canada) () (6)
1.ab Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:49:31 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) torts End Date:
UNK/UNK/1999
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

lac
Date L ocation User Value Reason
Sep-25-2020 10:49:54 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 29
Time (US & Canada) ber:

Medical Histor hypogonadis

y Term: m on left

Start Date: UNK/UNK/1

996
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

l.ac Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:49:54 | ACVOPFEINFP6000 |autocalc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |29
Time (US & Canada)
1.ac Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:49:54 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), hypogonadism on left
Time (US & Canada) () (6)
1l.ac Start Date;
Date L ocation User Value Reason
Sep-25-2020 10:49:54 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern 4), UNK/UNK/1996
Time (US & Canada) o
1.ac Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:49:54 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) () (6)
lad
Date L ocation User Value Reason
Sep-25-2020 10:50:16 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Ling/MH Numb 30
Time (US & Canada) er:

Medical History Peyronie's Di

Term: sease

Start Date: UNK/UNK/2

011
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Ongoing: YES
l.ad Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:50:16 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |30
Time (US & Canada)
1.ad Disease/Syndrome/Surgery/Non-Drug AllergiesDrug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:50:16 | ACVOPFEINFP6000 (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), Peyronie's Disease
Time (US & Canada) (0)(6)
1.ad Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:50:16 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2011
Time (US & Canada) (ae
1.ad Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:50:16 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) e
lae
Date L ocation User Value Reason
Sep-25-2020 10:50:49 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Ling/MH Numb 31
ar:

Medical History left bicep tear

Term:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Start Date: Dec/UNK/20
19
Ongoing: NO
End Date:
Jan/UNK/
2020
l.aeLine/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:50:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |31
Time (US & Canada)
1.ae Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:50:49 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), |left bicep tear
Time (US & Canada) o)
1l.ae Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:50:49 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Dec/UNK/2019
Time (US & Canada) () (6)
1.ae Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:50:49 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) torts End Date;
Jan/UNK/2020

1.af
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date L ocation User Value Reason
Sep-25-2020 10:51:12 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 32

Time (US & Canada) mber:

Medical Hist left bicep tear sur
ory Term:  gical repair
Start Date:  Jan/UNK/2020
Ongoing: NO

End Date:

Jan/UNK/202
0
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

1.af Line/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:51:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) |32

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

Date L ocation User Value Reason
Sep-25-2020 10:51:12 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), |eft bicep tear surgical repair
Time (US & Canada) o)
1.af Start Date;
Date L ocation User Value Reason
Sep-25-2020 10:51:12 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Jan/UNK /2020
Time (US & Canada) (e
1.af Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:51:12 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6 End Date:
Jan/UNK/2020

l.ag
Date L ocation User Value Reason
Sep-25-2020 10:51:49 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 33
Time (US & Canada) ber:

Medical Histor left lensimpla

y Term: nt, left

Start Date: UNK/UNK/20

13
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Ongoing: NO
End Date:
UNK/UNK
/2013
l.ag Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:51:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |33
Time (US & Canada)
1.ag Disease/Syndrome/Surgery/Non-Drug Allergies’Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:51:49 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), left lens implant, left
Time (US & Canada) tonta)
1.ag Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:51:49 | ACVOPFEINFP6000 (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), UNK/UNK/2013
Time (US & Canada) (bx(e
1.ag Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:51:49 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) torts End Date:
UNK/UNK/2013
l.ah
Date L ocation |User |Va|ue Reason
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Header Text: c4591001

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Sep-25-2020 10:52:07
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | auto calc
(autocalc)

Data Entry:

Line/MH Num 34

ber:

Medical Histor right lensimpl

y Term: ant

Start Date: UNK/UNK/20

10
Ongoing: NO
End Date:

UNK/UNK
/2010

Initial Entry

*** Confidential***

Page 165 of 235

FDA-CBER-2021-5683-0938102
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

1.ah Line/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:52:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 34
Time (US & Canada)
1.ah Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:52:07 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), right lensimplant
Time (US & Canada) o)
1.ah Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:52:07 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2010
Time (US & Canada) (e
1.ah Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:52:07 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6 End Date:

UNK/UNK/2010
lai
Date L ocation User Value Reason
Sep-25-2020 10:52:31 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 35

Time (US & Canada)

ber:

Medical Histor urolift proced

y Term: ure

Start Date:
19

May/UNK/20
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Ongoing: NO
End Date:
May/UNK/
2019

l.ai Line/MH Number:

Date L ocation User Value Reason
Sep-25-2020 10:52:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |35

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-25-2020 10:52:31 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), urolift procedure

Time (US & Canada) tonta)

l.ai Start Date:

Date L ocation User Value Reason
Sep-25-2020 10:52:31 | ACVOPFEINFP6000 (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), May/UNK/2019
Time (US & Canada) (bx(e
1.ai Ongoing:
Date Location User Value Reason
Sep-25-2020 10:52:31 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) torts End Date:

May/UNK/2019
laj
Date L ocation |User |Va|ue Reason
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Sep-25-2020 10:53:31
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | auto calc
(autocalc)

Data Entry:

Lineg/MH Num 36

ber:

Medical Histor scrotum cyste

y Term: ctomy

Start Date: UNK/UNK/19

99
Ongoing: NO
End Date:

UNK/UNK
/1999

Initial Entry
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

1l.aj Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:53:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |36
Time (US & Canada)
1.aj Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:53:31 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), scrotum cystectomy
Time (US & Canada) o)
1.aj Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:53:31 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/1999
Time (US & Canada) (e
1.a) Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:53:31 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6 End Date:
UNK/UNK/1999

lak
Date Location User Value Reason
Sep-25-2020 10:53:52 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Ling/MH Num 37
Time (US & Canada) ber:

Medical Histor inguinal hernia

y Term: repair

Start Date: UNK/UNK/19

86
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131
Subject No: 11311216

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Ongoing: NO
End Date:
UNK/UNK
/2017
l.ak Line/MH Number:
Date L ocation User Value Reason
Sep-25-2020 10:53:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |37
Time (US & Canada)
1.ak Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-25-2020 10:53:52 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), inguinal herniarepair
Time (US & Canada) tonta)
l.ak Start Date:
Date L ocation User Value Reason
Sep-25-2020 10:53:52 | ACVOPFEINFP6000 (b) Data Entry: Initia Entry
(UTC-05:00) Eastern @), UNK/UNK/1986
Time (US & Canada) (bx(e
1.ak Ongoing:
Date L ocation User Value Reason
Sep-25-2020 10:53:52 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) torts End Date:
UNK/UNK/2017
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21.57 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

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

Date L ocation User Value Reason
Sep-25-2020 10:54:13 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), The subject is NOT known to

Time (US & Canada) ORE) be HIV POSITIVE
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 15-Sep-2020 21:56

Site No: 1131

Subject No: 11311216
Generated By:  (b) (4)

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

Site Name: (1131) PriMED Clinical Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date:

Date L ocation User Value Reason

Sep-25-2020 10:54:45 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4), Sep/24/2020

Time (US & Canada) bite

2. Weight:

Date L ocation User Value Reason

Sep-25-2020 10:54:45 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), 79.5

Time (US & Canada) (e

3. Unit:

Date L ocation User Value Reason

Sep-25-2020 10:54:45 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry

(UTC-05:00) Eastern 4), kg

Time (US & Canada) o

4. Height:

Date L ocation User Value Reason

Sep-25-2020 10:54:45 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), 179.3

Time (US & Canada) () (6)

5. Unit:

Date L ocation User Value Reason

Sep-25-2020 10:54:45 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), cm

Time (US & Canada) (b) (6

6. Body Mass | ndex:

Date L ocation |User |Value Reason
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

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

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Sep-25-2020 10:54:45 | ACVOPFEINFP6000 |autocalc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 24.7
Time (US & Canada)
7.a
Date Location User Value Reason
Sep-25-2020 10:54:45 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern [ Record I dentifie 1
Time (US & Canada) ®) ( [

Temperature:  37.0

TemperatureU C

nit:

TemperatureLo ORAL CA

cation:: VITY
7.a Record | dentifier:
Date L ocation User Value Reason
Sep-25-2020 10:54:45 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, 1
Time (US & Canada) bite
7.a Temperature:
Date Location User Value Reason
Sep-25-2020 10:54:45 | ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-05:00) Eastern ), 37.0
Time (US & Canada) (e
7.aUnit:
Date L ocation User Value Reason
Sep-25-2020 10:54:45 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), C
Time (US & Canada) o
7.a Temperature Location:
Date Location User Value Reason
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (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: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Sep-25-2020 10:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(4), ORAL CAVITY

(b) (6)
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Sep-25-2020 10:55:00 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sep/24/2020

Time (US & Canada) bite

2. Randomization Number:

Date Location User Value Reason
Sep-25-2020 10:55:00 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 265229

Time (US & Canada)

(b) (6

*** Confidential***
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-24-2020 19:57:21 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-24-2020 19:57:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-24-2020 20:14:28 | ACVOPFEINFP6000 |[auto query | Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-24-2020 19:57:21 | ACVOPFEINFP6000 |auto query | Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-24-2020 19:57:21 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:

Sep/24/2020
5a
Date L ocation User Value Reason
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (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

SiteNo: 1131 Site Name: (1131) PriMED Clinica Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Sep-24-2020 20:14:28 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample | D: BP99RW

Time (US & Canada)

5.aSampleID

Date L ocation User Value Reason
Sep-24-2020 20:14:28 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BP99RW

Time (US & Canada)

5.b

Date L ocation User Value Reason
Sep-24-2020 20:14:35 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) SampleD: BLOVF1

Time (US & Canada)

5.b Sample 1D

Date L ocation User Value Reason
Sep-24-2020 20:14:35 | ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BLOVF1

Time (US & Canada)

5.c

Date L ocation User Value Reason
Sep-24-2020 20:14:42 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample 1D: BLOVF2

Time (US & Canada)

5.c Sample D

Date L ocation User Value Reason
Sep-24-2020 20:14:42 | ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BLOVF2

Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1131) PriMED Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-24-2020 19:57:26 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-24-2020 19:57:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) [ NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-24-2020 20:06:09 | ACVOPFEINFP6000 |[auto query | Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-24-2020 19:57:26 | ACVOPFEINFP6000 |auto query | Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-24-2020 19:57:26 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:

Sep/24/2020
b.a
Date Location User Value Reason
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Form Status:. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinica Research

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 11:34

Time (US & Canada)

Sep-24-2020 20:06:09 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (B46) Sample ID: BPO9B1W

Time (US & Canada)

5.aSampleID

Date L ocation User Value Reason
Sep-24-2020 20:06:09 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BPIB1W
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1131
Subject No; 11311216

Generated By:  (b) (4)

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-25-2020 10:55:57 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO

Time (US & Canada) bite

2. Treatment Name

Date L ocation User Value Reason
Sep-25-2020 10:55:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Sep-25-2020 10:55:57 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Sep-25-2020 10:55:57 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Sep/24/2020 20:04

Time (US & Canada) () (6)

5. Anatomical Location:

Date L ocation User Value Reason
Sep-25-2020 10:55:57 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

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

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Sep-25-2020 10:55:57 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), LEFT

Time (US & Canada) (b) (6)

7. Route:

Date L ocation User Value Reason
Sep-25-2020 10:55:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-25-2020 10:55:57 | ACVOPFEINFPGE000 |autocalc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED

Time (US & Canada) OBSERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Sep-25-2020 10:55:57 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES

Time (US & Canada) (0) (6)

*** Confidential***

Page 181 of 235

FDA-CBER-2021-5683-0938118




Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Sep-25-2020 10:56:05 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), NO - REACTOGENICITY E-
Time (US & Canada) ORE) DIARY NOT COLLECTED

FOR THIS SUBJECT

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)
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Header Text: c4591001

Visit: V2 VAX2 L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-15-2020 12:38:39 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Oct/15/2020

Time (US & Canada) (0)(6)
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 10-Oct-2020 16:01

Site No: 1131

Subject No: 11311216
Generated By:  (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-15-2020 12:39:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Oct/15/2020
Time (US & Canada) bite
2.a
Date Location User Value Reason
Oct-15-2020 12:39:31 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern tf“)é Record | dentifie 1
Time (US & Canada) ) ( r

Temperature:  37.3

TemperatureU C

nit:

TemperatureLo ORAL CA

cation:: VITY
2.a Record | dentifier:
Date L ocation User Value Reason
Oct-15-2020 12:39:31 | ACVOPFEINFPE000 || (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) o
2.a Temperature:
Date Location User Value Reason
Oct-15-2020 12:39:31 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 37.3
Time (US & Canada) (0) (6)
2.aUnit:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V2 VAX2 L Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Oct-15-2020 12:39:31 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), C

Time (US & Canada) (b) (6)

2.a Temperature Location:

Date L ocation User Value Reason
Oct-15-2020 12:39:31 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), ORAL CAVITY

Time (US & Canada) (e
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-15-2020 12:39:41 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-15-2020 12:39:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) [ NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-15-2020 15:41:01 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-15-2020 12:39:41 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-15-2020 12:39:41 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), YES

Time (US & Canada) sigie Date of Collection:

Oct/15/2020
5a
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status:. Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinica Research

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 11:34

Time (US & Canada)

Oct-15-2020 15:41:01 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (B46) Sample |D: BP9B51

Time (US & Canada)

5.aSampleID

Date L ocation User Value Reason
Oct-15-2020 15:41:01 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) BP9B51
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1131
Subject No; 11311216

Generated By:  (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Oct-15-2020 12:40:07 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO

Time (US & Canada) bite

2. Treatment Name

Date L ocation User Value Reason
Oct-15-2020 12:40:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Oct-15-2020 12:40:07 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION

Time (US & Canada)

4. Dose Date Time:

Date Location User Value Reason
Oct-15-2020 12:40:07 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Oct/15/2020 11:45

Time (US & Canada) () (6)

5. Anatomical Location:

Date L ocation User Value Reason
Oct-15-2020 12:40:07 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Oct-15-2020 12:40:07 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), LEFT

Time (US & Canada) (b) (6)

7. Route:

Date L ocation User Value Reason
Oct-15-2020 12:40:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Oct-15-2020 12:40:07 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED

Time (US & Canada) OBSERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Oct-15-2020 12:40:07 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES

Time (US & Canada) (0) (6)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-16-2020 11:48:10 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Nov/16/2020

Time (US & Canada) (0)(6)

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)
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Header Text: c4591001
Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1131) PriMED Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-16-2020 11:48:25 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-16-2020 11:48:25 [ ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Nov-16-2020 17:09:26 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-16-2020 11:48:25 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-16-2020 11:48:25 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), YES

Time (US & Canada) isigie Date of Collection:

Nov/16/2020
5a
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V3 MONTH1 _POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status:. Data Complete, Locked, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinica Research

Subject No: 11311216
Generated By:  (b) (4)

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 11:34

Nov-16-2020 17:09:26 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample 1D: BP9B17

Time (US & Canada) R

5.aSampleID

Date L ocation User Value Reason
Nov-16-2020 17:09:26 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BP9B17

Time (US & Canada) (©) (6)

5b

Date L ocation User Value Reason
Nov-16-2020 17:09:47 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Sample |D: BS7XGH

Time (US & Canada) e

5.b Sample 1D

Date L ocation User Value Reason
Nov-16-2020 17:09:47 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), BS7XGH

Time (US & Canada) (ae

5.c

Date L ocation User Value Reason
Nov-16-2020 17:10:05 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample | D: BS7XGJ

Time (US & Canada) (b) (6

5.c Sample D

Date L ocation User Value Reason
Nov-16-2020 17:10:05 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BS7XGJ

Time (US & Canada) idigee
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

SiteNo: 1131 Site Name: (1131) PriMED Clinica Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFP6000 || (b) Form Created

(UTC-05:00) Eastern ),

Time (US & Canada) tone
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Header Text: c4591001

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Back to Form
Date L ocation User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern (4),
Time (US & Canada) tone
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation User Value Reason
Feb-02-2021 17:59:40 | ACVOPFEINFP6000 | (b) (4), Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 | (b) (4), Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1131
Subject No: 11311216
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Category:

Date L ocation User Value Reason

Nov-16-2020 11:52:34 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Nov-16-2020 11:52:34 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value | Reason

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response

17:47:14 1: Clo | satisfies query

(UTC-05:00) sed

Eastern Time

(US&

Canada)

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Medica

15:34:57 1: An | history

(UTC-05:00) swere | reports,

Eastern Time d intermittent

(Us& vertigo.

Canada) Reoccurrence
of vertigo is
appropriate
for this
episodic
condition.

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | The AE

15:30:22 1. Rei | recurrence of

(UTC-05:00) ssued: | vertigo was

Eastern Time Open |listedin
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version:
Site No: 1131

Subject No: 11311216

22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
(US& ed Medical
Canada) History as
well. Please
clarify if this
isaworsening
of the baseline
condition, and
please please
consider
adding
"worsening"
tothe AE
term.
Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |Inmedica
14:20:23 Entry | history,
(UTC-05:00) M vertigo is
Eastern Time reocc | listed as
(US& urrenc | intermittent.
Canada) eof v | Reoccurrence
ertigo |isappropriate
terminology.
Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Original value
14:17:05 1: An |iscorrect
(UTC-05:00) swere
Eastern Time d
(US&
Canada)
Nov-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | The AE
13:20:53 (b) (4) 1: Op | recurrence of
(UTC-05:00) ened |vertigowas
Eastern Time reported but is
(US& asolistedin
Canada) Medical
History.
Please clarify
if thisisa
worsening of
the baseline
condition, and
if so, please
consider
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
adding
"worsening”
tothe AE
term. AE as
baseline
conditions
should only
be reported as
AEsif they
worsen.
(b) (4)

Nov-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry

11:52:34 Entry

(UTC-05:00) .

Eastern Time recurr

(US& ence o

Canada) f verti

go

4, Start Date Time:

Date Location User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Oct/4/2020 UNK:UNK

Time (US & Canada) R

5. Isthe adverse event till ongoing?

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO

Time (US & Canada) e End Date Time:

Oct/6/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern ) (®) 1
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Time (US & Canada)

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

7. | sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalizat

ion or prolongation of existing hospitalization; Persistent or

significant disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada) (0)(6)

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

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada) () (6)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFPG000 |/ (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), NOT RELATED

Time (US & Canada) Gate If Not Related to study treat

ment(s), this event is due to:
OTHER
If Other, specify:
Per physician, subject h
as history of vertigo; pe

rhaps side eff of medica
tions

10. Latest Action Taken with Study Treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NOT APPLICABLE

Time (US & Canada) (b) (6

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada) (b) (6)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO

Time (US & Canada) (b) (6)

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFPS000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), RECOVERED/RESOLVED

Time (US & Canada) (0)(6)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Nov-16-2020 11:52:34 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada) (gt
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Header Text: c4591001

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

Site No: 1131
Subject No: 11311216
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1131) PriMED Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Category:

Date L ocation User Value Reason

Nov-16-2020 11:56:39 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Nov-16-2020 11:56:39 [ ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | 2

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value [Reason

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response

17:47:38 1: Clo | satisfies query

(UTC-05:00) sed

Eastern Time

(US&

Canada)

Nov-17-2020 | ACVOPFEINFP6000 auto query Query | In medical

14:19:18 (autoquery) 1: An | history,

(UTC-05:00) swere |vertigois

Eastern Time d listed as

(US& intermittent.

Canada) Reoccurrence
is appropriate
terminology.

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |In medica

14:19:18 Entry | history,

(UTC-05:00) M vertigo is

Eastern Time reocc |listed as

(US& urrenc | intermittent.

Canada) eof v | Reoccurrence
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Header Text: c4591001

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

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

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

ertigo | isappropriate

terminology.

Nov-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | The AE

13:19:43 (b) (4) 1. Op | recurrence of

(UTC-05:00) ened | vertigowas

Eastern Time reported but is

(US& asolistedin

Canada) Medica
History.
Please clarify
if thisisa
worsening of
the baseline
condition, and
if so, please
consider
adding
"worsening"
tothe AE
term. AE as
baseline
conditions
should only
be reported as
AEsif they
worsen.
(b) (4)

Nov-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry

11:56:39 Entry

(UTC-05:00) .

Eastern Time recurr

(US& ence o

Canada) f verti

go

4, Start Date Time:

Date L ocation User Value Reason

Nov-16-2020 11:56:39 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern () () Nov/12/2020 11:00
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Time (US & Canada) (b) (4), (b) (6)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6 End Date Time:

Nov/12/2020 13:00
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), 1
Time (US & Canada) Bte

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

Date L ocation User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO

Time (US & Canada) (b) (6)

8. I sthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (0j6)
9. Isthis event related to study treatment:
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Header Text: c4591001

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

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research
Subject No: 11311216 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:34
Date L ocation User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), NOT RELATED
Time (US & Canada) ige If Not Related to study treat
ment(s), this event is dueto:
OTHER
If Other, specify:

history of vertigo, perha

ps side effect medicatio

ns
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NOT APPLICABLE
Time (US & Canada) idigee
11. Was a Concomitant Medication given?
Date Location User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) forts
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (0j6)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern () (8) RECOVERED/RESOLVED
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Header Text: c4591001

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

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Time (US & Canada)

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

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

Date L ocation User Value Reason
Nov-16-2020 11:56:39 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO

Time (US & Canada)

(b) (6)
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Back to Form

1. Category:

Date L ocation User Value Reason

Feb-02-2021 17:59:40 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AEID:

Date L ocation User Value Reason

Feb-02-2021 17:59:40 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |3

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Feb-24-2021 16:08:09 | ACVOPFEINFP6000 | Giselle Query 1: Closed Ok, thanks.

(UTC-05:00) Eastern Cadtillo

Time (US & Canada) (b) (@)

Feb-18-2021 15:03:28 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered The report sent to

(UTC-05:00) Eastern (b) (6) safety indicated what

Time (US & Canada) the participant
informed the study
coordinator
regarding the event.
Medical records
have been requested,
but not yet received.

Feb-13-2021 08:42:13 | ACVOPFEINFP6000 | Giselle Query 1: Reissued:Opened | No updates have

(UTC-05:00) Eastern Castillo been noted. Thanks.

Time (US & Canada) (b) (4)

Feb-05-2021 17:21:30 | ACVOPFEINFP6000 | (b) (4), Query 1: Answered it will be updated

(UTC-05:00) Eastern (b) (6) soon

Time (US & Canada)
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Header Text: c4591001

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

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status:. Data Complete, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Feb-03-2021 18:19:25 | ACVOPFEINFP6000 | Giselle Query 1: Opened CLINICAL_ Per

(UTC-05:00) Eastern Castillo report summited to

Time (US & Canada) (b) (4) safety
(AER#2021101677).
"there was an
elevation in the
blood work". Pls
provide further
information on
valuesfor thelab
results and additional
information on
imaging test
performed for
diagnosis. Thanks.

Feb-02-2021 17:59:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Post-op Hematoma

Time (US & Canada)

4, Start Date Time:

Date Location User Value Reason

Feb-02-2021 17:59:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Dec/30/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date Location User Value Reason

Feb-02-2021 17:59:40 | ACVOPFEINFP6000 ||(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada) End Date Time:

Dec/31/2020 UNK:UNK

6. Toxicity Grade:

Date Location User Value Reason

Feb-02-2021 17:59:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 3

Time (US & Canada)
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Header Text: c4591001

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

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status:. Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

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

Date L ocation User Value Reason
Feb-05-2021 08:47:58 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Feb-02-2021 17:59:40 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Post-op
(UTC-05:00) Eastern (autoquery) Hematoma:
Time (US & Canada) Responseto "ls
the adverse event
serious?"' is'Yes
but " Serious
Adverse Event
Number" is blank.
Feb-02-2021 17:59:40 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Isthis serious event associat
ed with congenital anomaly
or birth defect?
NO
Did this serious event result
in death?
NO
Did this serious event requir
e or prolong hospitalization?
YES
Did this serious event result
in persistent or significant di
sability/incapacity?
Page 209 of 235

*** Confidential***

FDA-CBER-2021-5683-0938146




090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

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

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status:. Data Complete, Frozen, Verified

NO

Isthis serious event life thre
atening?

NO

Other medically important s
erious 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-02-2021 17:59:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Feb-02-2021 17:59:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT RELATED
Time (US & Canada) If Not Related to study treat

ment(s), this event is due to:

OTHER
If Other, specify:
Post-op orichiectomy

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-02-2021 17:59:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(b) (6)

NOT APPLICABLE
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status:. Data Complete, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Feb-02-2021 17:59:40 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Feb-02-2021 17:59:40 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Feb-02-2021 17:59:40 | ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RECOVERED/RESOLVED

Time (US & Canada)

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

Date L ocation User Value Reason
Feb-02-2021 17:59:40 | ACVOPFEINFP6000 |/(b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Feb-05-2021 08:47:58 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern 2021101677

Time (US & Canada)
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Header Text: c4591001

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

Site No: 1131
Subject No: 11311216
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Category:
Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) injection site pain
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 |'(b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) Feb/19/2021 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada) End Date Time:

Feb/24/2021 UNK:UNK
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Header Text: c4591001

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

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

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

6. Toxicity Grade:

Time (US & Canada)

Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 2

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

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
Mar-11-2021 15:17:04 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RELATED

Time (US & Canada)

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) NOT APPLICABLE
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Header Text: c4591001

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

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Time (US & Canada)

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

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFPS000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RECOVERED/RESOLVED

Time (US & Canada)

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

Date L ocation User Value Reason
Mar-11-2021 15:17:04 | ACVOPFEINFPS000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Version: 15-Sep-2020 2155 Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Nov-16-2020 11:48:42 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Nov/16/2020

Time (US & Canada) (0)(6)

2. Phase of Disposition:

Date Location User Value Reason
Nov-16-2020 11:48:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATION

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Nov-16-2020 11:48:42 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), COMPLETED

Time (US & Canada) e
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21.02
SiteNo: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-28-2021 14:29:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Jan/28/2021

Time (US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

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

eligible per local/national r
ecommendations and confi
rmed to have received only
placebo at Vaccination 1/2

Date L ocation User Value Reason
Jan-28-2021 14:29:57 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Participant iswilling to return
Time (US & Canada) for Vaccination 3

Participant is:
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status:. Data Complete, Frozen, Verified
SiteNo: 1131 Site Name: (1131) PriMED Clinical Research

Subject No: 11311216
Generated By:  (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-28-2021 14:29:24 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Jan/28/2021

Time (US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-28-2021 14:29:24 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ASSESSELIGIBILITY FOR
Time (US & Canada) ADDITIONAL VACCINATI

ON
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

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

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Visit

Time (US & Canada)

Date L ocation User Value Reason
Feb-18-2021 16:04:15 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Feb/18/2021
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Consent Was:

Date L ocation User Value Reason
Feb-19-2021 03:22:47 | ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Feb-18-2021 16:14:41 | ACVOPFEINFP6000 |/ (b) (4), Query 1: Answered delayed
(UTC-05:00) Eastern (b) (6) vaccination
Time (US & Canada)
Feb-18-2021 16:04:40 | ACVOPFEINFP6000 | auto query Query 1: Opened Date Informed
(UTC-05:00) Eastern (autoquery) Consent Obtained
Time (US & Canada) is not the same as
the Date of Visit.
Please correct as
necessary.
Feb-18-2021 16:04:40 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OBTAINED
Time (US & Canada) Date Written Consent Obtai
ned
Feb/1/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

SiteNo: 1131 Site Name: (1131) PriMED Clinica Research

Subject No: 11311216 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Feb-18-2021 16:05:23 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Feb/18/2021

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Feb-18-2021 16:05:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | REPEAT SCREENING 1

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Feb-18-2021 16:05:23 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) COMPLETED

Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-18-2021 16:06:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Feb-18-2021 16:06:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Feb-18-2021 16:46:17 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-18-2021 16:06:09 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-18-2021 16:06:09 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:

Feb/18/2021
5a
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V101 VAX3

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

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

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Site Name: (1131) PriMED Clinica Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 11:34

Feb-18-2021 16:46:17
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |[(b) (4), (0) (6) | DataEntry: Initial Entry
Sample|D: BTZPVD

5.aSampleID

Date L ocation User Value Reason
Feb-18-2021 16:46:17 | ACVOPFEINFP6000 |(b)(4). (b)(6) | Data Entry: Initial Entry
(UTC-05:00) Eastern BTZPVD

Time (US & Canada)

5b

Date L ocation User Value Reason
Feb-18-2021 16:46:28 | ACVOPFEINFP6000 |((b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-05:00) Eastern Sample | D: BKZ3CX

Time (US & Canada)

5.b Sample 1D

Date L ocation User Value Reason
Feb-18-2021 16:46:28 | ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern BKZ3CX

Time (US & Canada)

5.c

Date L ocation User Value Reason
Feb-18-2021 16:46:36 | ACVOPFEINFPG000 |((b) (4). (b) (6) | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

Sample I D: BKZ3CY

5.c Sample D

Date L ocation User Value Reason
Feb-18-2021 16:46:36 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-05:00) Eastern BKZ3CY

Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-18-2021 16:06:26 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Feb-18-2021 16:06:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) [ NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Feb-18-2021 16:21:24 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-18-2021 16:06:26 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-18-2021 16:06:26 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:

Feb/18/2021
5a
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V101 VAX3

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinica Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Time (US & Canada)

Feb-18-2021 16:21:24 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern Sample |D: BROGCN

Time (US & Canada)

5.aSampleID

Date L ocation User Value Reason
Feb-18-2021 16:21:24 | ACVOPFEINFP6000 |(b)(4). (b)(6) | Data Entry: Initial Entry
(UTC-05:00) Eastern BROGCN
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Feb-18-2021 16:12:13 | ACVOPFEINFP6000 |'(b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Date of First Delay:

Feb/1/2021

Reason(s) for Temporary De
lay of Vaccination

FEVER OR ACUTEILLN

ESS
2. Treatment Name
Date L ocation User Value Reason
Feb-18-2021 16:12:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BNT162b2
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Feb-18-2021 16:12:13 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Feb-18-2021 16:12:13 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Feb/18/2021 14:15
Time (US & Canada)

5. Anatomical Location:
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Date L ocation User Value Reason
Feb-18-2021 16:12:13 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Feb-18-2021 16:12:13 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Feb-18-2021 16:12:13 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Feb-18-2021 16:12:13 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |30.0

Time (US & Canada)

9. Unit:

Date L ocation User Value Reason
Feb-18-2021 16:12:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-18-2021 16:12:13 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30 MINUTES

Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status:. Data Complete, Frozen, Verified
Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

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

administration?

Date L ocation User Value Reason
Feb-18-2021 16:12:13 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 22-Apr-2020 21:02
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

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

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Date of Visit

Time (US & Canada)

Date L ocation User Value Reason
Mar-11-2021 14:32:57 | ACVOPFEINFP6000 |(b) (4). (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Mar/11/2021
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

eCRF Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1131) PriMED Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Form Version: 22-Apr-2020 21:03
Site No: 1131

Subject No: 11311216

Generated By: | (b) (4)

090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-11-2021 14:33:07 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Mar-11-2021 14:33:07 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | NASAL _SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Mar-11-2021 14:33:19 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-11-2021 14:33:07 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-11-2021 14:33:07 | ACVOPFEINFP6000 |(b) (4). (b) 6) | Data Entry: Initial Entry

(UTC-05:00) Eastern YES

Time (US & Canada) Date of Collection:

Mar/11/2021
b.a
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V102 VAX4

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status. Data Complete, Verified

Site Name: (1131) PriMED Clinica Research
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Time (US & Canada)

Mar-11-2021 14:33:19 | ACVOPFEINFPG6000 |(b) (4). (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern Sample |D: BRR8X4

Time (US & Canada)

5.aSampleID

Date L ocation User Value Reason
Mar-11-2021 14:33:19 | ACVOPFEINFP6000 |(b)(4). (b) (6) | Data Entry: Initial Entry
(UTC-05:00) Eastern BRR8X4
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1131
Subject No; 11311216

Generated By:  (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Mar-11-2021 15:12:09 | ACVOPFEINFP6000 |'(b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

2. Treatment Name

Date L ocation User Value Reason
Mar-11-2021 15:12:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BNT162b2

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Mar-11-2021 15:12:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION

Time (US & Canada)

4, Dose Date Time:

Date L ocation User Value Reason
Mar-11-2021 15:12:09 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Mar/11/2021 14:25

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Mar-11-2021 15:12:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1131
Subject No: 11311216
Generated By:  (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Verified
Site Name: (1131) PriMED Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Mar-11-2021 15:12:09 | ACVOPFEINFP6000 |'(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Mar-11-2021 15:12:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Mar-11-2021 15:12:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |30.0

Time (US & Canada)

9. Unit;

Date L ocation User Value Reason
Mar-11-2021 15:12:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Mar-11-2021 15:12:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30 MINUTES

Time (US & Canada)

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

administration?

Date L ocation User Value Reason
Mar-11-2021 15:12:09 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1131

Subject No: 11311216

Generated By:  (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status. Data Complete, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Subject Status

Date L ocation User Value Reason
Nov-16-2020 11:48:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | FOLLOW-UP
Time (US & Canada)
Sep-25-2020 10:55:00 | ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Sep-24-2020 19:57:12 | ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Nov-16-2020 11:48:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Nov/16/2020
Time (US & Canada)
Sep-25-2020 10:55:00 | ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Sep/24/2020
Time (US & Canada)
Sep-24-2020 19:57:12 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sep/24/2020
Time (US & Canada)
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090177e196ae3eab\Final\Final On: 01-Apr-2021 04:57 (GMT)

Header Text: c4591001
Visit: Investigator Signature - Unscheduled

Form Version: 22-Apr-2020 21.04
SiteNo: 1131

Subject No: 11311216

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail
History

Form Status. Data Complete, Verified

Site Name: (1131) PriMED Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:34

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-16-2020 10:49:18 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Click Hereto Enable

Time (US & Canada)
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