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Header Text: c4591001
Visit: COHORT_SELECTION

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

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.

1. | Select appropriate response
- Protocol version

24 JUL 2020

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

STAGE 3 COHORTS

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: MAIN INFORMED CONSENT
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Informed Consent

1. | Consent Was: OBTAINED

Date Written Consent Obtained
Aug/11/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Demogr aphy
1. | Subject ID [11091204]
2. | Birth Date: (b) (6) /1992
3. | Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that WHITE
apply):
6. | Racial Designation:

*** Confidential***
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Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Aug/11/2020

2. | Erroneous Visit
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Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Form Comments

Inclusion Criteria Not Met

1

Description of Inclusion | Not Applicable

Criterion Not Met

Exclusion Criteria M et

2.

Description of Exclusion | Not Applicable

Criterion Met
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Visit: V1_DAY1 VAX1 L

Form: DISPOSITION - SCREENING

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

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/11/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
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Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03 ~ Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Medical History Details

la

Line/MH Number:

[1]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[RECONSTRUCTIVE RIGHT EAR SURGERY]]

Start Date: Jan/1/2013
Ongoing: NO
End Date:
Jan/1/2013

1b

Line/MH Number:

[2]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[BILATERAL LASIK SURGERY]

Start Date: Jan/1/2015
Ongoing: NO
End Date:
UNK/UNK/2015

1.c

Line/MH Number:

3]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[SEASONAL ALLERGIES]

Start Date: UNK/UNK/2015
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VITAL SIGNS- BASELINE
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/11/2020
2. | Weight: [200.0]
3. | Unit: LB
4. | Height: [72.0]
5. | Unit: in
6. | Body Mass Index: [27.1]
Vital SignsDetails
7a|| Record Identifier: 1
Temperature: [98.7]
Unit: F
Temperature Location: ORAL CAVITY
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Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Disposition

1. | Randomization Date : Aug/11/2020

2. | Randomization Number: [46006]

3. | Randomization Group: []
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Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/11/2020
4. |1f no samplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample 1D [BPXZKW]
5b || sample 1D [BPXZKX]
5C || sample ID [BPXZKY]
>0 || sample D [BHIH7T]
5€ || sampleID [BHIH7V]
5 || sample 1D [BHIH7W]
59 || sampleID [BHIH7X]
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Visit: V1_DAY1 VAX1 L

Subject No: 11091204
Generated By: ' (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1109

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/11/2020
4. | If nosamplewas collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BPXZKZ]
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Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04  Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vaccination

1.

Was there atemporary
delay of vaccination?

NO

2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. |DoseDate Time: Aug/11/2020 13:15
5. [ Anatomical Location: DELTOID MUSCLE
6. [Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. [Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed YES
for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: REACTOGENICITY DIARY
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Reactogenicity Diary

*** Confidential***

1. | Select appropriate response | YES - REACTOGENICITY E-DIARY COLLECTED FOR
- Reactogenicity diary THIS SUBJECT
collection
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Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/4/2020

2. | Erroneous Visit
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Header Text: c4591001
Visit: V2_VAX2_ L

Subject No: 11091204
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1109

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1.

Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a

Symptom:

FEVER

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

NO

2b

Symptom:

FATIGUE

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

NO

2cC

Symptom:

HEADACHE

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

NO
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Header Text: c4591001
Visit: V2_VAX2_ L

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.d || symptom: CHILLS
Were fever or systemic NO
Ssymptoms present on the
last day the Subject Diary
was completed?

2. || symptom: VOMITING
Were fever or systemic NO
symptoms present on the
last day the Subject Diary
was compl eted?

2.1 || symptom: DIARRHEA
Were fever or systemic NO

symptoms present on the
last day the Subject Diary
was completed?

2.9

Symptom:

NEW OR WORSENED MUSCLE PAIN

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

NO

2.h

Symptom:

NEW OR WORSENED JOINT PAIN

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

NO
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Header Text: c4591001
Visit: V2_VAX2_ L

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1109

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
52 || |njection Site Reaction: | REDNESS
Were injection site NO
reactions present on the
last day the Subject Diary
was compl eted?
5B || Injection Site Reaction: | SWELLING
Were injection site NO
reactions present on the
last day the Subject Diary
was compl eted?
o.C Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site NO
reactions present on the
last day the Subject Diary
was compl eted?
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Visit: V2_VAX2_ L

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VITAL SIGNS- TEMP

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/4/2020
Vital Signs Details
2.2 | Record Identifier: 1
Temperature: [97.8]
Unit: F
Temperature L ocation: ORAL CAVITY
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Visit: V2_VAX2_ L

Subject No: 11091204
Generated By: ' (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1109

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/4/2020
4. | If nosamplewas collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BPXSLZ]

*** Confidential***
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Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04  Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vaccination

1.

Was there atemporary
delay of vaccination?

NO

2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. |DoseDate Time: Sep/4/2020 14:18
5. [ Anatomical Location: DELTOID MUSCLE
6. [Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. [Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed YES
for at least the protocol
specified observation period
after investigational product
administration?
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Visit: V3_MONTH1 _POSTVAX2 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1109

Subject No: 11091204
Generated By:

(b) (4)

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Sep/30/2020
2. | Erroneous Visit
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Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1.

Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a

Symptom:

FEVER

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

NO

2b

Symptom:

FATIGUE

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

NO

2cC

Symptom:

HEADACHE

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

NO
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Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

Subject No: 11091204
Generated By: = (b) (4)

SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1109

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

symptoms present on the
last day the Subject Diary
was completed?

2.d || symptom: CHILLS
Were fever or systemic NO
Ssymptoms present on the
last day the Subject Diary
was completed?

2. || symptom: VOMITING
Were fever or systemic NO
symptoms present on the
last day the Subject Diary
was compl eted?

2.1 || symptom: DIARRHEA
Were fever or systemic NO

2.9

Symptom:

NEW OR WORSENED MUSCLE PAIN

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

NO

2.h

Symptom:

NEW OR WORSENED JOINT PAIN

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

NO

*** Confidential***
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Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
52 || |njection Site Reaction: | REDNESS
Were injection site NO
reactions present on the
last day the Subject Diary
was compl eted?
5B || Injection Site Reaction: | SWELLING
Were injection site NO
reactions present on the
last day the Subject Diary
was compl eted?
o.C Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site NO
reactions present on the
last day the Subject Diary
was compl eted?
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2_ L

Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE

2. | Sample Type SERUM

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

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

Aliquot

Please enter barcode for each aliquot.

5a || sample D [BMNG7M]

5b || sample 1D [BMNGT7N]

5 || sample 1D [BPXTL4]
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Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/26/2021

2. | Erroneous Visit

Page 26 of 224

*** Confidential***
FDA-CBER-2021-5683-0976966




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
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SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:
Feb/26/2021

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

4. |1f no samplewascollected |[]

*** Confidential***

Aliquot

Please enter barcode for each aliquot.

5a || sample D [BRF6GR]

5b || sample 1D [BSOXDR]

5C || sample ID [BSOXDS]
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Header Text: c4591001

Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03  Form Status: Not Started

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot
Please enter barcode for each aliquot.
5.
Sample ID []
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03  Form Status: Not Started

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot
Please enter barcode for each aliquot.
5.
Sample ID []
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Header Text: c4591001

Visit: POT_COVID_ILL - New

Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. [ Date of Visit

I

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit:
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Header Text: c4591001
Visit: POT_COVID_ILL - New
Unscheduled Visit
Form Version: 20-Feb-2021 02:17
Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: SSIGNSAND SYMPTOMS OF POTENTIAL
COVID-19

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Signs and Symptoms

1

Date of Assessment:

1

2.

Date of First Symptom
Started:

I

3.

Symptoms Ongoing?

Symptoms

4.

Symptoms:

Was symptom present?

Symptoms - Other

5.

Symptoms - Other Text:

[]

*** Confidential***
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Header Text: c4591001

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

Unscheduled Visit SWAB SELF

Form Version: 22-Apr-2020 21:03  Form Status: Not Started

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot
Please enter barcode for each aliquot.
5 Sample ID []
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Header Text: c4591001

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

Unscheduled Visit SWAB

Form Version: 22-Apr-2020 21:03  Form Status: Not Started

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot
Please enter barcode for each aliquot.
5 Sample ID []
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 20-Feb-2021 02:19
Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

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. | Has the subject been
hospitalized due to potential
COVID-19illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 06-Jul-2020 21:52
Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: ILLNESS DETAILS

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

IlIness Details

1. | Category of Clinical Event:

2. | Was adiagnosis obtained
for Potential COVID-19
I1Iness?

3. | Toxicity Grade:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA - New Form: DATE OF VISIT - ILLNESS CONVALESCENT

Unscheduled Visit

Form Version: 22-Apr-2020 21:04

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. [ Date of Visit

I

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit:
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Header Text: c4591001

Unscheduled Visit

Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Visit: POT_COVID_CONVA - New

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled
Visit on Aug/13/2020

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Aug/13/2020

2. | Erroneous Visit
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled
Visit on Aug/13/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: UNPLANNED VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Unplanned Assessments

1. | Assessments CONTACT OUTCOME

*** Confidential***

Page 41 of 224

FDA-CBER-2021-5683-0976981




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Unplanned 1 - Unscheduled
Visit on Aug/13/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: CONTACT OUTCOME - UNPLANNED

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Contact Outcome

1. | Contact Type: TELEPHONE VISIT

2. | Was contact made? YES

Date of Contact:
Aug/13/2020

Contact Outcome:
VISIT NOT ARRANGED, REACTION NO LONGER
PRESENT

3. | Comments: [Subject isto contact site if anything new occurs.]
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Header Text: c4591001

Visit: Unplanned 2 - Unscheduled
Visit on Aug/18/2020

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Aug/18/2020

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Unplanned 2 - Unscheduled
Visit on Aug/18/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: UNPLANNED VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Unplanned Assessments

1. | Assessments CONTACT OUTCOME
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Header Text: c4591001

Visit: Unplanned 2 - Unscheduled
Visit on Aug/18/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: CONTACT OUTCOME - UNPLANNED

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Contact Outcome

1. | Contact Type: TELEPHONE VISIT

2. | Was contact made? YES

Date of Contact:
Aug/18/2020

Contact Outcome:
VISIT NOT ARRANGED, REACTION NO LONGER
PRESENT

3. | Comments: [All symptoms are resolved as of 14/AUG/2020.]

*** Confidential***
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Sep/30/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Disposition - Follow-Up

1. | Date of
Completion/Discontinuation
/Death :

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB Form: DATE OF VISIT - REPEAT SWAB

- New Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. [ Date of Visit

I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:
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Header Text: c4591001

- New Unscheduled Visit

Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB Form: ELECTRONIC SAMPLE TRACKING - REPEAT

SWAB
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

*** Confidential***
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204

Form: ADVERSE EVENT REPORT

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
AE Id Isthe Adverse E
# Categor entifie AdverseEv Start Date | vent Still Ongoin Form Insia
y ent nce
r g
1. ADVER |1 ACUTE AP | Aug/17/20 | NO Repeating
SEEVE PENDICITI | 20 UNK:U End Date Time: Pages
NT S NK
Sep/2/2020 U
NK:UNK
2. ADVER |2 Peritoneal Aug/17/20 | NO Repeating
SE EVE Abscess 20 UNK:U End Date Time: Pages
NT NK
Sep/2/2020 U
NK:UNK
3.DELETED |ADVER |3 PERITONE | Sep/2/2020 | NO Repeating
SE EVE AL ABSCE | UNK:UNK Pages
NT SS
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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)

[ACUTE APPENDICITIS]

4. | Start Date Time:

Aug/17/2020 UNK:UNK

5. |Isthe adverse event still
ongoing?

NO

End Date Time:
Sep/2/2020 UNK:UNK

6. | Toxicity Grade:

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status: Data Complete, Locked, Frozen
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

7. | Isthe adverse event YES
serious? Is this serious event associated with congenital anomaly or
birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
Did this serious event result in death?
Fatal; Life-threatening; NO
Inpatient hospitalization or
prolongation of existing e . . e
hospitalization; Persistent or sls Sthls serious event require or prolong hospitalization?
significant
disability/incapacity; . . . . .
Congenital anomaly/birth Qld thl_s serious e\_/ent result in persistent or significant
defect; Important medical disability/incapacity?
event (i.e. may jeopardize NO
subject and may require
medical/surgical Isthis serious event life threatening?
intervention to prevent NO
above outcomes).
Other medically important serious event
NO
8. |Isthisadverse event the NO
result of astudy Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. |Isthisevent related to study | NOT RELATED
treatment:

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

If Other, specify:
[ACUTE APPENDICITISWITH PERITONEAL
ABSCESS]

Page 52 of 224

*** Confidential***
FDA-CBER-2021-5683-0976992




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091204
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Was a Concomitant
Medication given?

YES

12.

Was a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[2020326724]

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status:. Data Complete, Locked, Frozen
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Peritoneal Abscess)

(If possible specify

diagnosis, not individual

symptoms)
4. |Start Date Time: Aug/17/2020 UNK:UNK
5. |Isthe adverse event till NO

ongoing? End Date Time:

Sep/2/2020 UNK:UNK
6. | Toxicity Grade: 4
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status: Data Complete, Locked, Frozen
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

7. | Isthe adverse event YES
serious? Is this serious event associated with congenital anomaly or
birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
Did this serious event result in death?
Fatal; Life-threatening; NO
Inpatient hospitalization or
prolongation of existing e . . e
hospitalization; Persistent or sls Sthls serious event require or prolong hospitalization?
significant
disability/incapacity; . . . . .
Congenital anomaly/birth Qld thl_s serious e\_/ent result in persistent or significant
defect; Important medical disability/incapacity?
event (i.e. may jeopardize NO
subject and may require
medical/surgical Isthis serious event life threatening?
intervention to prevent NO
above outcomes).
Other medically important serious event
NO
8. |Isthisadverse event the NO
result of astudy Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. |Isthisevent related to study | NOT RELATED
treatment:

*** Confidential***

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

If Other, specify:
[Acute appendicitis with peritoneal abscess)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Was a Concomitant
Medication given?

YES

12.

Was a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[2020326724]
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Incomplete, Data Complete, Deleted,
Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. |Adverse Event: [PERIFONEAL-ABSCESS]

(If possible specify

diagnosis, not individual

symptoms)
4. | Start Date Time: Sepf2/2020 UNK-UNK
5. [Isthe adverse event still NO

ongoing? End-DateTime:

1
6. | Toxicity Grade: 4
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7. | Isthe adverse event ¥ES
serious? i
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
L thi . It in death?
Fatal; Life-threatening; NO
Inpatient hospitalization or
prolongation of existing Didlthi . : lona hospitalizati
hosplt_allzatlon; Persistent or VES
significant
disability/incapacity; N . . . N
Congenital anomaly/birth D-Fd—thFS—S@HGHS—GV@l%F@SHLHH—pQF&-St-@HI—GF&gHFf—FGaHt
defect; Important medical W
event (i.e. may jeopardize
subject and may require o _ .
medical/surgical }sthisserious-event life threatening?
intervention to prevent NO
above outcomes).
I icalhv .
NO
8. |Isthisadverse event the NO
result of astudy Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. |Isthisevent related to study | NOFRELATED
treatment: H-Not-Related-to-study-treatment(s)-this-event is-dueto:
OTHER
[ACUFEAPRPENDICIHS]
10. | Latest Action Taken with NOT APPLICABLE
Study Treatment:
11. | Was a Concomitant ¥ES
Medication given?
12. | WasaNon-Drug Treatment | NO
given?
13. | What was the outcome of RECOMERED/RESORMED
this adverse event?:
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14. | Did the adverse event cause
the subject to be
discontinued from the
study?

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

[]

*** Confidential***
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Header Text: c4591001
Visit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: MEDICATION ERROR

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

4 Categ | Medicatio | Start | Isthemedication erro | Study Medication | Form Instan
ory nError Date r Still Ongoing ErrorsAction ce
1. Repeating
Pages
Page 60 of 224
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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: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit
Subject No: 11091204 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Medication Error
1. | Category:
2. |Medication Error (Typeof |[]
Medication Error):
3. | Start Date: I
4. |Isthe medication error still
ongoing?
5. | Latest Action Taken with
Study Treatment:
6. | Was a Concomitant
Medication given?
7. | Was aNon-Drug Treatment
given?
8. | Didthe 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

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Sponsor-Defin

# 1 ed 1dentifier

Category for
M edication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Concomitant M edications

1. [ What is the medication
identifier?

[]

2. | Category:

3. | Concomitant M edications
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: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

" Sponsor-Defi | Category for | Concomitant Medic MN ;Tfazfo Dose Des | Form Instan
ned Identifier | Medication | ations Pre-specified N cription ce
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: CONCOMITANT MEDICATIONS -

PROHIBITED
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Concomitant M edications

1. | What isthe 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).

identifier?

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. |Medication: [

Dose: []

Dose Unit:

Dose Frequency:

Route:

©|l® [N | O

Start Date: /!

10. | Ongoing?

*** Confidential***
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Header Text: c4591001
Visit: Logs

Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

4 Categ | Treatment Ide | Con Non-Drug Treatments | Treatm | Start D | Form Instanc
ory ntifier Pre-specified ent ate e
1 Repeating
Pages
Page 66 of 224
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment
Identifier?

[]

Concomitant Non-drug

Treatment Pre-specified:

Treatment:

[]

Start Date:

I

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: TRANSFUSIONS

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

# Transfusion Type Date of Transfusion Form Instance
1. Repeating Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091204

Form: TRANSFUSIONS
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---

*** Confidential***

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
1. | Transfusion Type:
2. | Date of Transfusion: 1!
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. [ Date of Visit 1l

2. | Erroneous Visit
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Header Text: c4591001

Unscheduled

Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Visit: Unplanned Vaccination -

Form Version: 20-Feb-2021 02:16

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

Vital Signs
1. | Date: Il
Vital Signs Details
2. || Record Identifier:

Temperature: []

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Dec-2020 02:26
Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Vaccination

1.

Was there atemporary
delay of vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

©Cl® | Nl WD

Unit:

=
o

Timeframe Subject Was
Observed

[EY
[N

. | Was the subject observed

for at least the protocol
specified observation period
after investigational product
administration?
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Unscheduled

Site No: 1109

Subject No: 11091204

Header Text: c4591001
Visit: Unplanned Vaccination -

Generated By: ' (b) (4)

Form Version: 10-Oct-2020 15:57

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Oct-2020 16:01
Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. [ Comments: []
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Header Text: c4591001

Unscheduled

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form Version: 22-Apr-2020 21:02

Visit: V201_SURVEIL_CONSENT - Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. [ Date of Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Form: INFORMED CONSENT - ASYMPTOMATIC

Unscheduled
Form Version: 14-Jan-2021 02:29
Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

SURVEILLANCE
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: c4591001

Unscheduled

Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Visit: V201 _SURVEIL_CONSENT -

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

*** Confidential***
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Header Text: c4591001

Vist: V201 SURVEIL_CONSENT - Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled SWAB

Form Version: 22-Apr-2020 21:03  Form Status: Not Started

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Aliquot
Please enter barcode for each aliquot.
5 Sample ID []
Page 78 of 224
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Header Text: c4591001

Unscheduled

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. [ Date of Visit Feb/17/2021
2. | Erroneous Visit
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Header Text: c4591001

Vigit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION

Unscheduled

Form Version: 10-Dec-2020 02:25  Form Status: Data Complete, Frozen

Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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Header Text: c4591001
Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Frozen, Verified
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: TREATMENT UNBLINDED

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Feb/17/2021

2.

Primary Reason for
Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Withdrawal Of Consent

1. [ Withdrawal of Consent 1l
Date:
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Header Text: c4591001
Vigit: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

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: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Sep/30/2020
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Header Text: c4591001

Vigit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable

*** Confidential***
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Header Text: c4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM

Unscheduled

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Audit Trail

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

Name Signature Date Type Action
Meaning

Bruce Approved Mar-10-2021 13:02:24 (UTC-05:00) | BOOK Signed

Rankin Eastern Time (US & Canada)

Affidavit:

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

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

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

Form Version: 30-Jul-2020 21:29
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA -

Comments

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

*** Confidential***

Item |Date User Comment
Form | Aug-11-2020 14:41:51 (UTC-05:00) (b) Not Applicable
Eastern Time (US & Canada (4),
( ) (b) (6)
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Header Text: c4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature

Unscheduled History

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

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

Name Signature Date Type Action
M eaning

Bruce Approved Mar-10-2021 13:02:24 (UTC-05:00) | BOOK Signed

Rankin Eastern Time (US & Canada)

Affidavit:

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

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

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

(b) (6) N/A Feb-18-2021 20:41:30 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Approved Oct-12-2020 09:20:11 (UTC-05:00) | BOOK Signed

Rankin Eastern Time (US & Canada)
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Header Text: c4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature

Unscheduled History

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Affidavit:

By my dated signature below, |, BruceRankin, 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 Sep-30-2020 11:35:37 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Approved Sep-14-2020 17:01:59 (UTC-05:00) | BOOK Signed

Rankin Eastern Time (US & Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Vigit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21.04
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Status: Data Complete, Signed, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Affidavit:

By my dated signature below, |, BruceRankin, 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
Submit below.

user name and password and clicking the button marked
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Site No: 1109

Generated By:

Form Version: 30-Jul-2020 21:29

Subject No: 11091204
(b) (4)

Header Text: c4591001
Visit: COHORT_SELECTION

History

Form: COHORT SELECTION - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Select appropriate response - Protocol version

*** Confidential***

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:40:54 (b()“%-e) 24 JUL 2020
(UTC-05:00)
Eastern Time (US
& Canada)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:40:54 (é)“%e) STAGE 3 COHORTS
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: COHORT_SELECTION

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:41:00 (é)“%e OBTAINED
(UTC-05:00) Date Written Conse
Eastern Time (US nt Obtained
& Canada)
Aug/11/2020
Page 92 of 224

*** Confidential***
FDA-CBER-2021-5683-0977032
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Subject ID

Date L ocation User Value Reason

Sep-01-2020 | ACVOPFEINFP6000 | (b) (4), (b) Query 2: C | recorded in CRF

06:04:26 () losed

(UTC-05:00)

Eastern Time

(US&

Canada)

Aug-26-2020 |ACVOPFEINFP6000 | (b) Query 2: A | Changed data per query

09:20:04 (b()“%é) nswered

(UTC-05:00)

Eastern Time

(US&

Canada)

Aug-26-2020 | ACVOPFEINFPE000 | (b) (4), (b) Query 2: O | SAE

05:36:41 ©) pened RECON:AER#2020326724

(UTC-05:00) APPENDICITIS(onset

Eastern Time date:17Aug2020)was

(US& reported as seriousin

Canada) Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Aug-19-2020 | ACVOPFEINFP6000 | (b) (4), Query 1: C | Response satisfies query

01:31:22 (b) (6) losed

(UTC-05:00)

Eastern Time
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1109

Subject No: 11091204

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

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

(US&

Canada)

Aug-18-2020 | ACVOPFEINFP6000 | (b) Query 1: A | Changed data per query

11:44:04 (b()4%é nswered

(UTC-05:00)

Eastern Time

(US&

Canada)

Aug-17-2020 | ACVOPFEINFP6000 | (b) (4), Query 1: R | PDQ: Requery: Thank you

07:21:42 (0) (6) eissued:Op | for confirming subject was

(UTC-05:00) ened contacted. As per section

Eastern Time 8.43 of CRF Completion

(Us& Requirements, please

Canada) consider updating
UNPLANNED VISIT form
and select the appropriate
Contact Outcome option
present on UNPLANNED
VISIT (UNPL) form.

Aug-14-2020 | ACVOPFEINFP6000 | (b) (4), Query 1: A | The subject was contacted

16:15:06 (b)y(6) nswered and the PI was informed.

(UTC-05:00) Per Pl the subject was

Eastern Time instructed to monitor, use

(Us& appropriate medication to

Canada) control pain and to contact
the site if the pain
continued to get worse. Per
the subject the painis no
longer severe.

Aug-14-2020 | ACVOPFEINFP6000 | (b) (4), Query 1: O | PDQ: Subject has reported

09:08:48 (b) (6) pened Severe symptoms/reaction
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Header Text: c4591001
Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

*** Confidential***

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit
Subject No: 11091204 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
(UTC-05:00) (b) (4), (b) (6) in eDiary dataon
Eastern Time 12Aug2020. Please
(Us& confirm if an
Canada) UNPLANNED contact was
made and update the data
as appropriate
Aug-11-2020 | ACVOPFEINFP6000 |autocac Data Entr | Item copied from previous
14:40:46 (autocalc) A form
(UTC-05:00) 11091204
Eastern Time
(US&
Canada)
2. Birth Date:
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment
14:40:42 (autocalc) |(b) (6) /1992 Entry
(UTC-05:00)
Eastern Time (US
& Canada)
3. Sex:
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:41:33 (b()4%6 MALE
(UTC-05:00)
Eastern Time (US
& Canada)
4. Ethnicity:
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:41:33 (b()“%é) NOT HISPANIC OR
(UTC-05:00) LATINO(A) OR OF
Eastern Time (US SPANISH ORIGIN
& Canada)
5. Race: (Check X all that apply):
Date Location User Value Reason
Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:41:33 (b()“%-ﬁ) WHITE
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

*** Confidential***

1. Date of Visit
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:41:42 (b()4%é Aug/11/2020
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091204
(b) (4)

Generated By:

History

Form: DISPOSITION - SCREENING - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:42:11 (é)“%e Aug/11/2020
(UTC-05:00)
Eastern Time (US
& Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:42:11 (autocalc) | SCREENING
(UTC-05:00)
Eastern Time (US
& Canada)
3. Status:
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:42:11 (b()“%é) COMPLETED
(UTC-05:00)
Eastern Time (US
& Canada)
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Site No: 1109

Form Version: 22-Apr-2020 21:03

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

*** Confidential***

Research Unit

Subject No: 11091204 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
la
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:48:01 (autocalc) | Line 1
(UTC-05:00) MH N
Eastern Time (US umber
& Canada) :

Medic RECONSTRU

al Hist CTIVERIGH

ory Te TEAR SURG

rm: ERY

Start  Jan/1/2013

Date:

Ongoi NO

ng: End Date:

Jan/1/2013
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:48:01 (autocalc) | 1
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

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

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:48:01 (tf)“%é) RECONSTRUCTIV

(UTC-05:00) E RIGHT EAR SUR

Eastern Time (US GERY

& Canada)

1l.a Start Date:

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:48:01 (b()“%é) Jan/1/2013

(UTC-05:00)

Eastern Time (US

& Canada)

1.a Ongoing:

Date Location User Value Reason
Aug-11-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:48:01 (b()“%-e NO

(UTC-05:00) End Date:

Eastern Time (US

& Canada) Jan/1/2013

1b

Date L ocation | User | Value Reason
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Site No: 1109

Form Version: 22-Apr-2020 21:03

Subject No: 11091204

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials; -

History LASIK SUR

Term: GERY

Start D Jan/1/2015

ate:

Ongoin NO

o: End Date:
UNK/UN
K/2015

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:49:07 (autocalc) | LineM 2

(UTC-05ZOO) H Num

Eastern Time (US ber:

& Canada) Medical BILATERAL

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

1.bLine/MH Number:

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:49:07 (autocalc) | 2

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:49:07 (b()“%é) BILATERAL LASIK

(UTC-05:00) SURGERY

Eastern Time (US

& Canada)

1.b Start Date:

Date Location User Value Reason
Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:49:07 (b()“%-e Jan/1/2015

(UTC-05:00)

Eastern Time (US

& Canada)

1.b Ongoing:

Date L ocation User Value Reason
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Site No: 1109

Form Version: 22-Apr-2020 21:03

Subject No: 11091204

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:49:07 (b()“%-ﬁ) NO
(UTC-05:00) End Date:
Eastern Time (US
& Canada) UNK/UNK/2015
lc
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:49:29 (autocalc) | Line/lMH 3
(UTC-05IOO) Number:
Eastern Time (US Medical SEASON
& Canada) History T AL ALLE

erm: RGIES

Start Dat UNK/UN

€ K/2015

Ongoing: YES

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

1.cLineg/MH Number:

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:49:29 (autocalc) | 3

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason

Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

14:49:29 (b()“%é) SEASONAL ALLER

(UTC-05:00) GIES

Eastern Time (US

& Canada)

1.c Start Date:

Date Location User Value Reason

Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

14:49:29 (b()“%-e UNK/UNK/2015

(UTC-05:00)

Eastern Time (US

& Canada)

1.c Ongoing:

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: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:49:29 (b()“%é) YES

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:45:08 (é)“%e Aug/11/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Weight:

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:45:08 (tf)“%é) 200.0

(UTC-05:00)

Eastern Time (US

& Canada)

3. Unit:

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:45:08 (b()“%é) LB

(UTC-05:00)

Eastern Time (US

& Canada)

4. Height:
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason

Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

14:45:08 (b()“%é 72.0

(UTC-05:00)

Eastern Time (US

& Canada)

5. Unit:

Date L ocation User Value Reason

Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

14:45:08 (é)“%é) in

(UTC-05:00)

Eastern Time (US

& Canada)

6. Body Mass I ndex:

Date L ocation User Value Reason

Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:45:08 (autocalc) | 27.1

(UTC-05:00)

Eastern Time (US

& Canada)

7.a

Date Location User Value Reason

Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

14:45:08 o ) Record Ide 1

(UTC-05:00)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Eastern Time (US
& Canada)

ntifier::
Temperatu 98.7
re

Temperatu F
re Unit:

Temperatu ORAL
relLocation CAVIT

Y
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:45:08 (b()“%-e) 1
(UTC-05:00)
Eastern Time (US
& Canada)
7.a Temperature:
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:45:08 (b()% 98.7
(UTC-05:00)
Eastern Time (US
& Canada)
7.a Unit;
Date L ocation User Value Reason

Page 108 of 224

*** Confidential***
FDA-CBER-2021-5683-0977048




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:45:08 (4), F
: (b) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:45:08 (b()4%6) ORAL CAVITY
(UTC-05:00)
Eastern Time (US
& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Randomization Date:

Date Location User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:45:24 (tf)“%-s) Aug/11/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Randomization Number:

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:45:24 (t§)4%,6) 46006

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1109

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject No: 11091204 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
1. Data Origin
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:45:36 (autocalc) | SITE
(UTC-05:00)
Eastern Time (US
& Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:45:36 (autocalc) | SERUM
(UTC-05:00)
Eastern Time (US
& Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto
07:08:17 (autoquery) Query
(UTC-05:00)
Eastern Time (US
& Canada)
Aug-12-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Opened | 'Sample
06:12:55 (b) (6) Collected? is
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091204

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) (b) (4), (b) (6) Yes, however

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Aug-11-2020 ACVOPFEINFP6000 | auto query Query 1: Candidat | 'Sample

14:45:36 (autoquery) e Collected? is

(UTC-05:00) Yes, however

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Aug-11-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

14:45:36 YES

(UTC-05:00) Date of Collectio

Eastern Time (US n:

& Canada)

Aug/11/2020

5.a

Date L ocation User Value Reason

Aug-12-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry

07:08:17 (b) (6) Sample! BPXZK

(UTC-05:00) D: w

Eastern Time (US

& Canada)

5.a Sample D
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Site No: 1109

Form Version: 22-Apr-2020 21:03

Subject No: 11091204

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials; -

Generated By: = (b) (4)

Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
07:08:17 () (6) BPXZKW

(UTC-05:00)

Eastern Time (US

& Canada)

5b

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFPE000 | /(b) (4), Data Entry: Initial Entry
07:08:29 (b) (6) Samplel BPXZK

(UTC-05:00) D: X

Eastern Time (US

& Canada)

5.b Sample ID

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:08:29 [DIKE) BPXZKX

(UTC-05:00)

Eastern Time (US

& Canada)

5.c

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:08:42 (b) (6) Sample! BPXZK

(UTC-05:00)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Eastern Time (US D: Y

& Canada)

5.c Sample D

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:08:42 (b) (6) BPXZKY

(UTC-05:00)

Eastern Time (US

& Canada)

5d

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:08:59 (6) (®) Sample! BHJH7

(UTC-05:00) D: T

Eastern Time (US

& Canada)

5.d Sample D

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFPG000 | (b) (4, Data Entry: Initial Entry
07:08:59 (b) (6) BHJH7T

(UTC-05:00)

Eastern Time (US

& Canada)

5.e

Page 114 of 224

*** Confidential***
FDA-CBER-2021-5683-0977054




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
07:09:11 (b) (6) Sample! BHJIH7

(UTC-05:00) D v

Eastern Time (US

& Canada)

5.eSampleID

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFPE000 | /(b) (4), Data Entry: Initial Entry
07:09:11 () (6) BHIH7V

(UTC-05:00)

Eastern Time (US

& Canada)

5.f

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:09:20 (b) (6) Samplel BHJH7

(UTC-05:00) D: W

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.f SampleID

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:09:20 (b) (6) BHIJH7W

(UTC-05:00)

Eastern Time (US

& Canada)

5.9

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:09:31 (b) (6) Samplel BHJH7

(UTC-05:00) D: X

Eastern Time (US

& Canada)

5.9 Sample D

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFPG000 | (b) (4, Data Entry: Initial Entry
07:09:31 (b) (6) BHJIH7X

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject No: 11091204 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
1. Data Origin
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:45:45 (autocalc) | SITE
(UTC-05:00)
Eastern Time (US
& Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:45:45 (autocalc) | NASAL_SWAB
(UTC-05:00)
Eastern Time (US
& Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto
07:13:51 (autoquery) Query
(UTC-05:00)
Eastern Time (US
& Canada)
Aug-12-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Opened | 'Sample
06:12:55 (b) (6) Collected? is
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091204

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) (b) (4), (b) (6) Yes, however

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Aug-11-2020 ACVOPFEINFP6000 | auto query Query 1: Candidat | 'Sample

14:45:45 (autoquery) e Collected? is

(UTC-05:00) Yes, however

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Aug-11-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

14:45:45 YES

(UTC-05:00) Date of Collectio

Eastern Time (US n:

& Canada)

Aug/11/2020

5.a

Date L ocation User Value Reason

Aug-12-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry

07:13:51 (b) (6) Samplel BPXZK

(UTC-05:00) D: Z

Eastern Time (US

& Canada)

5.a Sample D
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
07:13:51 (®) (6) BPXZKZ

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

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

Site No: 1109

Subject No: 11091204
(b) (4)

Generated By:

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Wasthere a temporary delay of vaccination?

Date Location User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:46:17 (tf)“%-s) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:46:17 (autocalc) | BLINDED THERAPY

(UTC-05:00)

Eastern Time (US

& Canada)

3. Formulation:

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:46:17 (autocalc) | INJECTION

(UTC-05:00)

Eastern Time (US

& Canada)

4. Dose Date Time:

Date L ocation User Value Reason
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-11-2020 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
14:46:17 (é)“%e) Aug/11/2020 13:15

(UTC-05:00)

Eastern Time (US

& Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:46:17 (autocalc) | DELTOID MUSCLE

(UTC-05:00)

Eastern Time (US

& Canada)

6. Body Side:

Date Location User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:46:17 (b()“%é) LEFT

(UTC-05:00)

Eastern Time (US

& Canada)

7. Route:

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:46:17 (autocalc) | INTRAMUSCULAR

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

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

Site No: 1109

Subject No: 11091204
(b) (4)

Generated By:

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:46:17 (autocalc) | THE PROTOCOL SPE

(UTC-05:00) CIFIED OBSERVATIO

Eastern Time (US N PERIOD

& Canada)

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

Date L ocation User Value Reason
Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:46:17 (b()“%é) YES

(UTC-05:00)

Eastern Time (US

& Canada)

Page 122 of 224

*** Confidential***
FDA-CBER-2021-5683-0977062




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53

Site No: 1109

Subject No: 11091204
(b) (4)

Generated By:

History

Form: REACTOGENICITY DIARY - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason

Aug-19-2020 ACVOPFEINFPE000 |/ (b) (4), Query 1: Closed Response

19:30:39 (b)(6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Aug-18-2020 ACVOPFEINFP6000 | (b) Query 1: Answered | Changed data

11:44:46 (b()4%6) per query

(UTC-05:00)

Eastern Time (US

& Canada)

Aug-16-2020 ACVOPFEINFPG000 | (b) (4), Query 1: Opened Subject

20:19:01 (®) (6) reported:Pain

(UTC-05:00) at Injection Site

Eastern Time (US Severity

& Canada) (Severe) Inthe
e-diary on 11
Aug, but no
UNPL visit has
occurred.
Please can you
confirm subject
has been
contacted? If
SO, report in
UNPL log.
Thanks
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:46:23 (kf)“%é) YES - REACTOGE

(UTC-05:00) NICITY E-DIARY

Eastern Time (US COLLECTED FOR

& Canada) THIS SUBJECT
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-09-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Closed Response
05:21:03 (6) satisfies query
(UTC-05:00)

Eastern Time (US

& Canada)

Sep-09-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response
04:25:40 0)(6) satisfies query
(UTC-05:00)

Eastern Time (US

& Canada)

Sep-08-2020 ACVOPFEINFP6000 | (b) Query 2: Answered | OOW PD
13:00:57 (tf)‘% NOTED IN
(UTC-05:00) SUBJECT
Eastern Time (US CHART AND
& Canada) FILED
Sep-08-2020 ACVOPFEINFP6000 (b) Query 1: Answered | OOW PD
13:00:18 (b()“%-s) NOTED IN
(UTC-05:00) CHART AND
Eastern Time (US FILED.

& Canada)

Sep-07-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Opened ClinQuery: Per
20:56:16 (6) protocol, V2
(UTC-05:00) should occur
Eastern Time (US 19-23 days

& Canada) after V1.
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Please can you
confirm aPD
will be written
for this out of
window visit?
Thanks

Sep-07-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Opened PDQ: Date of

03:01:32 (Gl visit at this

(UTC-05:00) visit is out of

Eastern Time (US window (1

& Canada) day) from Date
of visit
(11/Aug/2020)
aV1iD1vVX1L
visit. Please
reconcile and
update
accordingly,
else confirm
dateis correct
asis.

Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:58:29 (b()“%e) Sen/4/2020

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Were medicationsto treat fever/pain given on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 (tf)% NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 ), .
. (b) (6) Symptom:: F
(UTC-05:00) E
Eastern Time (US \V;
& Canada) E
R
Werefever or sy N
stemic symptom O
spresent on the
last day the Sub
ject Diary wasc
ompleted?:
2.a Symptom:
Date L ocation User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Sep-04-2020
15:58:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Data Entry:
FEVER

Initial Entry

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

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 (b()“%e) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2b
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 ), »
(UTC-05:00) () ©) Symetom: ;A
Eastern Time (US G
& Canada) U

E

Werefever or s N
ystemic sympto O
ms present on t
helast day the
Subject Diary w
as completed?:
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Site No: 1109

Form Version: 30-Jul-2020 21:30

Subject No: 11091204

Header Text: c4591001
Visit: V2_VAX2_ L

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.b Symptom:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 (tf)% FATIGUE

(UTC-05:00)

Eastern Time (US

& Canada)

2.b Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
-04- ata Entry: nitial Entry

Sep-04-2020 ACVOPFEINFP6000 (b) D E Initial E

15:58:54 (b()42,6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2.Cc

Date L ocation User Value Reason

Sep-04-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry

15:58:54 4), »

(UTC-05:00) () (6) Symetom: ZE

Eastern Time (US AC

& Canada) HE
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Werefever or s NO
ystemic sympto

ms present on t
helast day the
Subject Diary

was completed

-

2.c Symptom:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 (tf)‘lzé HEADACHE

(UTC-05:00)

Eastern Time (US

& Canada)

2.c Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 (b()% NO

(UTC-05:00)

Eastern Time (US

& Canada)

2.d

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |(B) 4), (0) (6) | Data Entry: Initial Entry
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
15:58:54 (b) (4), Symptom:: C
(UTC-05:00) (b) (6) HI
Eastern Time (US L
& Canada) L
S

Werefever or sy N

stemic symptom O

spresent on the

last day the Sub

ject Diary wasc

ompleted?:
2.d Symptom:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 (b()4)(23) CHILLS
(UTC-05:00)
Eastern Time (US
& Canada)

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

Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 (tf)%) NO

(UTC-05:00)

Eastern Time (US

& Canada)

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

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.e

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
15:58:54 4), .

(UTC-05:00) (0 metem

Eastern Time (US TI

& Canada) NG

Werefever or s NO
ystemic sympto

ms present on t
helast day the
Subject Diary

was completed

o
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Site No: 1109

Form Version: 30-Jul-2020 21:30

Subject No: 11091204

Header Text: c4591001
Visit: V2_VAX2_ L

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.e Symptom:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 (tf)% VOMITING

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 (b()42,6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2f

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
15:58:54 4) .

(UTC-05:00) ® R R

Eastern Time (US RH

& Canada) EA
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Werefever or s N
ystemic sympto O
ms present on t
helast day the
Subject Diary
was completed?

2.f Symptom:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 (tf)‘lzé DIARRHEA

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason

Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:58:54 (b()% NO

(UTC-05:00)

Eastern Time (US

& Canada)

29

Date Location User Value Reason

Sep-04-2020 AcvorreINFPe000 (B ). (0) 6)| pata Entry: Initial Entry
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

15:58:54
(UTC-05:00)
Eastern Time (US
& Canada)

(b) (4), -

(b) (6) Symptom:: ggv\\//v
ORSE
NED
MUS
CLEP
AIN

Werefever o NO
r systemic s
ymptoms pr
esent on the

last day the
Subject Diar

y was compl
eted?:
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.9 Symptom:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 (tf)% NEW OR WORSEN

(UTC-05:00) ED MUSCLE PAIN

Eastern Time (US

& Canada)

2.9 Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 (b()42,6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.h
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(4)
15:58:54 4), ..
(UTC-05:00) o e W
Eastern Time (US ORSE
& Canada) NED
JOIN
T PAI
N
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Site No: 1109

Form Version: 30-Jul-2020 21:30

Subject No: 11091204

Header Text: c4591001
Visit: V2_VAX2_ L

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Werefever o NO
r systemic sy
mptoms pres
ent on thela
st day the Su
bject Diary
was complet
ed?:
2.h Symptom:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 (b()4)(é NEW OR WORSEN
(UTC-05:00) ED JOINT PAIN
Eastern Time (US
& Canada)

2.h Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 (tf)%) NO

(UTC-05:00)

Eastern Time (US

& Canada)

3. Injection Site Location:

Date L ocation | User | Value Reason

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Sep-04-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

15:58:54 (autocalc) | DELTOID MUSCLE

(UTC-05:00)

Eastern Time (US

& Canada)

4. Injection Site Body Side:

Date L ocation User Value Reason

Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:58:54 (b()“%e) LEFT

(UTC-05:00)

Eastern Time (US

& Canada)

5.a

Date L ocation User Value Reason

Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:38:54 (b()4 )(6) Injection SiteR RE

(UTC-05:00) eaction:: D

Eastern Time (US NE

& Canada) sSS
Wereinjection N

day the Subject
Diary was com
pleted?:

sitereactionspr O
esent on thelast
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Site No: 1109

Generated By:

Form Version: 30-Jul-2020 21:30

Subject No: 11091204
(b) (4)

Header Text: c4591001
Visit: V2_VAX2_ L

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.a I njection Site Reaction:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 (tf)% REDNESS

(UTC-05:00)

Eastern Time (US

& Canada)

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 (b()42,6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
5b
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
.Ca 4), . .
(18?(8:.%45 o o ) Injetion Site - SW
T eaction::
Eastern Time (US LI
& Canada) NG
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Wereinjection NO
sitereactionsp
resent on thela

st day the Subj
ect Diary wasc
ompleted?:
5.b Injection Site Reaction:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 (b()4)(23) SWELLING
(UTC-05:00)
Eastern Time (US
& Canada)

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 (tf)%) NO

(UTC-05:00)

Eastern Time (US

& Canada)

5.c

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |(B) (4), (b) (6) Data Entry: Initial Entry
15:58:54 Injection Site PAI
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
(UTC-05:00) (6) (4), () (6) | Reaction:: N AT
Eastern Time (US INJE
& Canada) CTI
ON
SITE
Wereinjectio NO
n sitereactio
ns present on
thelast day t
he Subject Di
ary was comp
leted?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:54 (tf)‘lzé) PAIN AT INJECTIO
(UTC-05:00) N SITE

Eastern Time (US

& Canada)

5.c Were injection site reactions present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:54 (b()% NO

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:51
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
15:59:17 4), /4/2020
(UTC-05:00) (b) (6) >
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
15:59:17 4),
(UTC-05:00) ) ©) St?;c;rrc;i;lde '
Eastern Time (US Temperatu 97.8
& Canada) re

Temperatu F

re Unit:

Temperatu ORAL

reLocation CAVIT

. Y
2.a Record | dentifier:
Date Location User Value Reason
Sep-04-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
15:59:17 4), 1
(UTC-05:00) (k)
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Header Text: c4591001

Visit: V2_ VAX2 L
Form Version: 21-Aug-2020 02:51

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Eastern Time (US
& Canada)

2.a Temperature:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
15:59:17 4), 97.8
(UTC-05:00) (k) (©
Eastern Time (US
& Canada)
2.a Unit:
Date L ocation User Value Reason
-04- ata Entry: nitial Entry
Sep-04-2020 ACVOPFEINFP6000 ((b)) D E Initial E
15:59:17 4), F
(UTC-05:00) () (6)
Eastern Time (US
& Canada)
2.a Temperature Location:
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
4)
15:59:17 4), ORAL CAVITY
(UTC-05:00) () (6)
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:44:45 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
14:44:45 (autocalc) | NASAL_SWAB

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-04-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

14:44:53 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-04-2020 ACVOPFEINFP6000 | auto query Query 1: Candidat | 'Sample

14:44:45 (autoquery) e Collected? is
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) Yes, however
Eastern Time (US no barcodes
& Canada) are entered.
Please review
and correct as
appropriate.
Sep-04-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:44:45 (0) (6) YES
(UTC-05:00) Date of Coallectio
Eastern Time (US n:
& Canada)
Sep/4/2020
5a
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:44:53 (b) (6) Samplel BPXSL
(UTC-05:00) D: Z
Eastern Time (US
& Canada)
5.a Sample D
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:44:53 [DIKE) BPXSLZ
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1109

Subject No: 11091204
(b) (4)

Generated By:

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Wasthere a temporary delay of vaccination?

Date Location User Value Reason
Sep-04-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:59:47 (tf)4)(é) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:59:47 (autocalc) | BLINDED THERAPY

(UTC-05:00)

Eastern Time (US

& Canada)

3. Formulation:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:59:47 (autocalc) | INJECTION

(UTC-05:00)

Eastern Time (US

& Canada)

4. Dose Date Time:

Date L ocation User Value Reason
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:59:47 (tf)‘l%é) Sen/4/2020 14:18

(UTC-05:00)

Eastern Time (US

& Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
15:59:47 (autocalc) | DELTOID MUSCLE

(UTC-05:00)

Eastern Time (US

& Canada)

6. Body Side:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:59:47 (b()“%é) LEFT

(UTC-05:00)

Eastern Time (US

& Canada)

7. Route:

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:59:47 (autocalc) | INTRAMUSCULAR

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***

Page 147 of 224

FDA-CBER-2021-5683-0977087




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V2_VAX2_ L

Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:59:47 (autocalc) | THE PROTOCOL SPE

(UTC-05:00) CIFIED OBSERVATIO

Eastern Time (US N PERIOD

& Canada)

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

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:59:47 (b()4)(’6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Oct-05-2020 ACVOPFEINFP6000 |/ (b) (4), Query 1: Closed As per site

05:42:34 (b) (6) confirmation -

(UTC-05:00) updated PD

Eastern Time (US tracker

& Canada)

Oct-03-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | PD written and

11:27:02 (0) (6) filed.

(UTC-05:00)

Eastern Time (US

& Canada)

Oct-01-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened |PDQ: DOV at

07:24:56 thisvisit is out

(UTC-05:00) of window (-2

Eastern Time (US day) from

& Canada) DOV (4/Sep
/2020) at V2.
Please
reconcile and
update
accordingly,
else confirm
dateis correct
asis.

Sep-30-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

11:35:37 Sep/30/2020

(UTC-05:00)
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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
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY -

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Were medicationsto treat fever/pain given on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
11:36:07 (tf)% NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 ), .
. (b) (6) Symptom:: F
(UTC-05:00) E
Eastern Time (US \V;
& Canada) E
R
Werefever or sy N
stemic symptom O
spresent on the
last day the Sub
ject Diary wasc
ompleted?:
2.a Symptom:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Sep-30-2020
11:36:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Data Entry:
FEVER

Initial Entry

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

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (b()“%e) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2b
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
11:36:07 4), »
(UTC-05:00) () ©) Symetom: ;A
Eastern Time (US G
& Canada) U

E

Werefever or s N
ystemic sympto O
ms present on t
helast day the
Subject Diary w
as completed?:
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Site No: 1109

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Subject No: 11091204

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.b Symptom:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (tf)% FATIGUE

(UTC-05:00)

Eastern Time (US

& Canada)

2.b Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (b()42;3) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2.Cc

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
11:36:07 4), .

(UTC-05:00) () (6) Symptom: :E

Eastern Time (US AC

& Canada) HE
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Werefever or s NO
ystemic sympto
ms present on t
helast day the
Subject Diary
was completed
?:
2.c Symptom:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (tf)‘lzé HEADACHE
(UTC-05:00)
Eastern Time (US
& Canada)

2.c Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason

Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

11:36:07 (b()“%e) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2.d

Date L ocation User Value Reason

Sep-30-2020 ACVOPFEINFP6000 | () (). () (6) | Data Entry: Initial Entry
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
11:36:07 (b) (4), Symptom:: C
(UTC-05:00) (b) (6) HI
Eastern Time (US L
& Canada) L
S

Werefever or sy N

stemic symptom O

spresent on the

last day the Sub

ject Diary wasc

ompleted?:
2.d Symptom:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
11:36:07 (b()4)(23) CHILLS
(UTC-05:00)
Eastern Time (US
& Canada)

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

Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (tf)%) NO

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY -

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.e

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
11:36:07 4), .

(UTC-05:00) (0 metem

Eastern Time (US TI

& Canada) NG

Werefever or s NO
ystemic sympto

ms present on t
helast day the
Subject Diary

was completed

o
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Site No: 1109

Form Version: 30-Jul-2020 21:30

Subject No: 11091204

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.e Symptom:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (tf)% VOMITING

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (b()42;3) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2f

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
11:36:07 4), .

(UTC-05:00) ® R R

Eastern Time (US RH

& Canada) EA
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Werefever or s N
ystemic sympto O
ms present on t
helast day the
Subject Diary
was completed?
2.f Symptom:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (tf)“%s DIARRHEA
(UTC-05:00)
Eastern Time (US
& Canada)

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

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (b()“%e) NO

(UTC-05:00)

Eastern Time (US

& Canada)

29

Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | () (4). (b) (6) | Data Entry: Initial Entry
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Header Text: c4591001

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

11:36:07
(UTC-05:00)
Eastern Time (US
& Canada)

(b) (4), -

(b) (6) Symptom:: ggv\\//v
ORSE
NED
MUS
CLEP
AIN

Werefever o NO
r systemic s
ymptoms pr
esent on the

last day the
Subject Diar

y was compl
eted?:
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.9 Symptom:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (tf)% NEW OR WORSEN

(UTC-05:00) ED MUSCLE PAIN

Eastern Time (US

& Canada)

2.9 Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
-30- ata Entry: nitial Entry
Sep-30-2020 ACVOPFEINFP6000 (b) D E Initial E
11:36:07 (b()42;3) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.h
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
4)
11:36:07 4), .
(UTC-05:00) o e W
Eastern Time (US ORSE
& Canada) NED
JOIN
T PAI
N
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Site No: 1109

Form Version: 30-Jul-2020 21:30

Subject No: 11091204

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Werefever o NO
r systemic sy
mptoms pres
ent on thela
st day the Su
bject Diary
was complet
ed?:
2.h Symptom:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
11:36:07 (b()4)(é NEW OR WORSEN
(UTC-05:00) ED JOINT PAIN
Eastern Time (US
& Canada)

2.h Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (tf)%) NO

(UTC-05:00)

Eastern Time (US

& Canada)

3. Injection Site Location:

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

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091204

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

11:36:07 (autocalc) | DELTOID MUSCLE

(UTC-05:00)

Eastern Time (US

& Canada)

4. Injection Site Body Side:

Date L ocation User Value Reason

Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

13:51:30 (b()%) LEFT

(UTC-05:00)

Eastern Time (US

& Canada)

5.a

Date L ocation User Value Reason

Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

11:36:07 o 6 Injection SiteR RE

(UTC-05:00) eaction:: D

Eastern Time (US NE

& Canada) SS
Wereinjection N

day the Subject
Diary was com
pleted?:

sitereactionspr O
esent on thelast
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Site No: 1109

Generated By:

Form Version: 30-Jul-2020 21:30

Subject No: 11091204
(b) (4)

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.a I njection Site Reaction:

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
11:36:07 (tf)% REDNESS

(UTC-05:00)

Eastern Time (US

& Canada)

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (b()42;3) NO
(UTC-05:00)
Eastern Time (US
& Canada)
5b
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
. 4), . .
(1632.%75 o o ) Injetion Site - SW
-0a eaction::
Eastern Time (US LI
& Canada) NG
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204
Generated By:

(b) (4)

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Wereinjection NO
sitereactionsp
resent on thela

st day the Subj

ect Diary wasc

ompleted?:
5.b Injection Site Reaction:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
11:36:07 (b()4)(23) SWELLING
(UTC-05:00)

Eastern Time (US

& Canada)

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (tf)%) NO
(UTC-05:00)
Eastern Time (US
& Canada)
5.c
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
11:36:07 ©) Injection Site PAI
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091204

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
(UTC-05:00) (6) (4), () (6) | Reaction:: N AT
Eastern Time (US INJE
& Canada) CTI
ON
SITE
Wereinjectio NO
n sitereactio
ns present on
thelast day t
he Subject Di
ary was comp
leted?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
11:36:07 (tf)42,6) PAIN AT INJECTIO
(UTC-05:00) N SITE

Eastern Time (US

& Canada)

5.c Were injection site reactions present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:07 (b()“%e) NO

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1109

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject No: 11091204 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
1. Data Origin
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:36:30 (autocalc) | SITE
(UTC-05:00)
Eastern Time (US
& Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
11:36:30 (autocalc) | SERUM
(UTC-05:00)
Eastern Time (US
& Canada)
3. Sample Collected?
Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
15:58:07 (autoquery) Query
(UTC-05:00)
Eastern Time (US
& Canada)
Sep-30-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | 'Sample
11:36:30 (autoquery) Collected? is
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Site No: 1109

Form Version: 22-Apr-2020 21:03

Subject No: 11091204

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) Yes, however

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

11:36:30 (b()“%é) YES

(UTC-05:00) Date of Collection:

Eastern Time (US

& Canada) Sep/30/2020

5.a

Date L ocation User Value Reason

Sep-30-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

15:58:07 (©) (®) Sample! BMNG7

(UTC-05:00) D: M

Eastern Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Sep-30-2020 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry

15:58:07 (b) (6) BMNG7M

(UTC-05:00)

Eastern Time (US

& Canada)

5b

*** Confidential***

Page 167 of 224

FDA-CBER-2021-5683-0977107




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

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

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
15:58:20 (b) (6) Sample! BMNG7

(UTC-05:00) D: N

Eastern Time (US

& Canada)

5.b Sample D

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
15:58:20 () (6) BMNG7N

(UTC-05:00)

Eastern Time (US

& Canada)

5.c

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:32:19 (b) (6) Samplel BPXTL

(UTC-05:00) D: 4

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Visit: V3_ MONTH1_POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.c Sample D

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:32:19 () (6) BPXTL4

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:51:13 (b) (6) Feb/26/2021

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:51:24 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
12:51:24 (autocalc) | SERUM

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto
07:35:44 (autoquery) Query
(UTC-05:00)

Eastern Time (US

& Canada)

Mar-01-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened 'Sample
06:10:45 ©) Collected? is
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091204

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) Yes, however

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Feb-26-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate |'Sample

12:51:24 (autoquery) Collected? is

(UTC-05:00) Yes, however

Eastern Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Feb-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:51:24 BN YES

(UTC-05:00) Date of Collection

Eastern Time (US :

& Canada)

Feb/26/2021

5.a

Date L ocation User Value Reason

Mar-01-2021 ACVOPFEINFPE000 |/(b) (4). Data Entry: Initial Entry

07:35:44 () ©) Sample! BRF6G

(UTC-05:00) D: R

Eastern Time (US

& Canada)

5.a Sample D
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFPE000 |/(b) (4). Data Entry: Initial Entry
07:35:44 (b) (6) BRF6GR

(UTC-05:00)

Eastern Time (US

& Canada)

5b

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
07:36:09 (b) (6) Samplel BSOXD

(UTC-05:00) D: R

Eastern Time (US

& Canada)

5.b Sample ID

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:36:09 (b) (6) BSOXDR

(UTC-05:00)

Eastern Time (US

& Canada)

5.c

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:36:21 (b) (6) Sample! BSOXD

(UTC-05:00)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Eastern Time (US D: S

& Canada)

5.c Sample D

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:36:21 (b) (6) BSOXDS

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Unplanned 1 - Unscheduled
Visit on Aug/13/2020

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:38:20 (b()4%6) Aug/13/2020

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Unplanned 1 - Unscheduled
Visit on Aug/13/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: UNPLANNED VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Assessments

Date Location User Value Reason

Aug-18-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

11:41:.02 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Aug-18-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | 'Contact

11:38:31 (autoquery) Outcomeis

(UTC-05:00) ticked however

Eastern Time (US 'CONTACT

& Canada) OUTCOME'
formis not
entered. Please
review and
update as
appropriate.

Aug-18-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

11:38:31 (é)“%ﬁ) CONTACT OUTC

(UTC-05:00) OME

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Unplanned 1 - Unscheduled
Visit on Aug/13/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Contact Type:

Date Location User Value Reason
Aug-18-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:41:02 (autocalc) | TELEPHONE VISIT

(UTC-05:00)

Eastern Time (US

& Canada)

2. Was contact made?

Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:41:02 (b()4%6) YES
(UTC-05:00) Date of Contact:
Eastern Time (US
& Canada) Aug/13/2020
Contact Outcome:

VISIT NOT ARR

ANGED, REACT

ION NO LONGE

R PRESENT
3. Comments:
Date L ocation User Value Reason

*** Confidential***

Page 177 of 224

FDA-CBER-2021-5683-0977117




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Unplanned 1 - Unscheduled
Visit on Aug/13/2020

Form Version: 22-Apr-2020 21.04

Site No: 1109

Subject No: 11091204

Form: CONTACT OUTCOME - UNPLANNED - eCRF
Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Aug-21-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

05:34:32 () (6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Aug-20-2020 ACVOPFEINFP6000 |auto query Query 1: Answered | Changed

11:25:05 (autoquery) Information

(UTC-05:00)

Eastern Time (US

& Canada)

Aug-20-2020 ACVOPFEINFP6000 | (b) Data Entry: Changed

11:25:05 (b()“%é) Subject isto contact | Information

(UTC-05:00) siteif anything new

Eastern Time (US OCCUrs.

& Canada)

Aug-19-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Opened ClinQuery:

21:46:14 () (6) Subject contact

(UTC-05:00) outcome states

Eastern Time (US thereactionis

& Canada) longer present,
however, the
comments
indicate the
symptom is
ongoing. Please
review and
update as
appropriate.

Aug-18-2020 ACVOPFEINFP6000 | (b)(4). (b) Data Entry: Transcription

11:41:21 ©) Subject isto contact | Error
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Unplanned 1 - Unscheduled
Visit on Aug/13/2020

Form Version: 22-Apr-2020 21.04
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - eCRF
Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) (b) (4), (b) (6) |siteif issue does not

Eastern Time (US resolve.

& Canada)

Aug-18-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:41:02 (b()4%é Subject is to contact

(UTC-05:00) siteif issue does not

Eastern Time (US resolve

& Canada)

*** Confidential***

Page 179 of 224

FDA-CBER-2021-5683-0977119




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Unplanned 2 - Unscheduled
Visit on Aug/18/2020

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:41:56 (b()4%6) Aug/18/2020

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Unplanned 2 - Unscheduled
Visit on Aug/18/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Form: UNPLANNED VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Assessments

Date L ocation User Value Reason

Aug-18-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

11:42:23 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Aug-18-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | 'Contact

11:42:02 (autoquery) Outcomeis

(UTC-05:00) ticked however

Eastern Time (US 'CONTACT

& Canada) OUTCOME'
formis not
entered. Please
review and
update as
appropriate.

Aug-18-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

11:42:02 (é)“%ﬁ) CONTACT OUTC

(UTC-05:00) OME

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: Unplanned 2 - Unscheduled
Visit on Aug/18/2020

Form Version: 22-Apr-2020 21:04

Site No: 1109

Form: CONTACT OUTCOME - UNPLANNED - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject No: 11091204 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
1. Contact Type:
Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:42:23 (autocalc) | TELEPHONE VISIT
(UTC-05:00)
Eastern Time (US
& Canada)
2. Was contact made?
Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:42:23 (b()4%6) YES
(UTC-05:00) Date of Contact:
Eastern Time (US
& Canada) Aug/18/2020
Contact Outcome:

VISIT NOT ARR

ANGED, REACT

ION NO LONGE

R PRESENT
3. Comments:
Date L ocation User Value Reason
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Unplanned 2 - Unscheduled
Visit on Aug/18/2020

Form Version: 22-Apr-2020 21.04
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - eCRF
Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-18-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
11:43:02 (b()426) All symptoms are res

(UTC-05:00) olved as of 14/AUG/

Eastern Time (US 2020.

& Canada)

*** Confidential***
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Header Text: c4591001
Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit

Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:36:49 (b()“%é) Sen/30/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Phase of Disposition:

Date Location User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:36:49 (autocalc) | VACCINATION
(UTC-05:00)
Eastern Time (US
& Canada)
3. Status:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP8000 || (b) Data Entry: Initial Entry
11:36:49 (b()4)(é) COMPLETED
(UTC-05:00)
Eastern Time (US
& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject No: 11091204 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date L ocation User Value Reason

Aug-26-2020 ACVOPFEINFP6000 | (b) Form Created

08:47:10 “),

(UTC-05:00) (b) (6)

Eastern Time (US

& Canada)
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02  Form Status:

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Subject No: 11091204
Generated By: = (b) (4)

Back to Form

Date Location

User

Value

Reason

Sep-11-2020 ACVOPFEINFP6000
12:23:12
(UTC-05:00)
Eastern Time (US
& Canada)

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

Form Created
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

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

Site No: 1109

Subject No: 11091204
(b) (4)

Generated By:

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

User

Value

Reason

Sep-14-2020
13:10:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Deleted

Changed
Information

Sep-14-2020
13:09:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Form Created

*** Confidential***
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category:

Date L ocation User Value Reason
Aug-26-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
08:47:10 (autocalc) | ADVERSE EVENT

(UTC-05:00)

Eastern Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason
Aug-26-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
08:47:10 (autocalc) | 1

(UTC-05:00)

Eastern Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation

User Value Reason

Sep-14-2020 ACVOPFEINFP6000
06:01:56
(UTC-05:00)
Eastern Time
(Us&
Canada)

(b) (4), (b) Query 2: C | event recorded as AE#2
) losed

Sep-11-2020 ACVOPFEINFP6000

(6) (). (0) (®) | Query 2: A | Changed data per query
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

12:23:26 (b) (4), nswered

(UTC-05:00) (0) (6)

Eastern Time

(US&

Canada)

Sep-10-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 2: O | SAE

06:15:43 ®) pened RECON:AER#2020326724

(UTC-05:00) Peritoneal abscess(onset

Eastern Time date:17Aug2020)was

(Us& reported as serious in

Canada) Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Sep-09-2020 ACVOPFEINFP6000 | Charu Query 1: C | Response satisfies query

18:25:44 Sabharwal losed

(UTC-05:00) (b) (4)

Eastern Time

(US&

Canada)

Sep-09-2020 ACVOPFEINFP6000 | (b) Query 1: A | The SAE isNOT ruptured

06:18:56 (b()‘%) nswered appendix. Subject was

(UTC-05:00) ONLY treated with

Eastern Time antibiotics. No surgery was

(Us& preformed.

Canada)

Sep-04-2020 ACVOPFEINFP6000 | Charu Query 1: O | Clinical: SAE (AER

17:00:18 Sabharwal pened 2020326724) course

(UTC-05:00) (b) (4) appears to be consistent w
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Eastern Time ruptured appendix. If so,

(Us& please update event termin

Canada) fu SAE term and include
symptoms at presentation,
timing of appendectomy
and abx including
diagnostic imaging.

Aug-28-2020 | ACVOPFEINFP6000 | (b) Data Entr | Changed Information

14:39:36 (é)“%é A

(UTC-05:00) ACUTEA

Eastern Time PPENDICI

(US& TIS

Canada)

Aug-26-2020 | ACVOPFEINFP6000 | (b) Data Entr | Initia Entry

08:47:10 (b()“%é) A

(UTC-05:00) APPENDI

Eastern Time CITIS

(US&

Canada)

4. Start Date Time:

Date L ocation User Value Reason

Aug-26-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

08:47:10 (b()%) Aug/17/2020 UNK:U

(UTC-05:00) NK

Eastern Time (US

& Canada)

5. Isthe adverse event still ongoing?
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Site No: 1109

Form Version: 22-Apr-2020 21:02

Subject No: 11091204

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Changed
16:01:39 (b()4%é NO Information
(UTC-05:00) End Date Time:
Eastern Time (US
& Canada) Sep/2/2020 UNK

‘UNK
Aug-26-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
08:47:10 (b()4%,6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
6. Toxicity Grade:
Date L ocation User Value Reason
Aug-26-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
08:54:56 (b()“%s 4
(UTC-05:00)
Eastern Time (US
& Canada)

7. 1 sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation

User Value Reason

Oct-29-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 3: Close | Query closed;

00:03:14 d will follow for
(UTC-05:00) SAE update with
Eastern Time requested
(US & Canada) COVID testinfo
Oct-28-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 3: Answ | No SARS-CoV-2
12:15:01 ered test was done
(UTC-05:00) whilein the
Eastern Time hospital. SAE
(US & Canada) follow-up was
sent.

Oct-26-2020 | ACVOPFEINFPG000 |(b) (@), (0) (6) | Query 3: Reiss | Clinical — Thank

22:11:59
(UTC-05:00)
Eastern Time
(US & Canada)

ued:Opened you. If NO
hospital Covid
test was
performed is
known, please
submit this
information on a
follow-up SAE
form, as
pertinent
information for
thistrial.

Oct-26-2020 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Answ | No COVID test

09:11:31
(UTC-05:00)
Eastern Time
(US & Canada)

ered was done
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History
Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Oct-25-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 3: Open | COVID testing
21:36:26 ed has not been
(UTC-05:00) reported in the
Eastern Time SAE submitted
(US & Canada) to safety. Please
submit a
follow-up SAE
form
[#2020326724]
to provide
whether COVID
testing was
performed
(yes/no) and if
yes, the results.
Aug-28-2020 ACVOPFEINFPG000 | (b) (4), (b) (6) Data Entry: Changed
14:41:25 YES Information
(UTC-05:00) Isthis serious
Eastern Time event associat
(US & Canada) ed with cong
enital anomal
y or birth def
ect?
NO
Did this serio
us event resul
t in death?
NO
Did this serio

Page 193 of 224

*** Confidential***

FDA-CBER-2021-5683-0977133




090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

us event requ
ire or prolong
hospitalizatio
n?

YES

Did this serio
us event resul
tin persistent
or significant
disability/inc
apacity?

NO

Isthis serious
event lifethre
atening?

NO
Other medica
Ily important

serious event

NO

Aug-27-2020 ACVOPFEINFP6000

04:34:21
(UTC-05:00)
Eastern Time
(US & Canada)

auto query
(autoquery)

Query 1: Delet | Close Auto
ed Query
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-26-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 2: Close | AE ID was

15:39:27 d entered.

(UTC-05:00)

Eastern Time

(US & Canada)

Aug-26-2020 ACVOPFEINFPG000 | (b) (4), (b) (6) Query 2: Answ | Query is

08:57:19 ered ambiguous

(UTC-05:00)

Eastern Time

(US & Canada)

Aug-26-2020 ACVOPFEINFP6000 | auto query Query 2: Open | Isthisadverse

08:47:10 (autoquery) ed event serious? is

(UTC-05:00) reported 'Yes,

Eastern Time but at least one

(US & Canada) seriousness
criteriais
missing. Please
review and
update as
appropriate.

Aug-26-2020 ACVOPFEINFP6000 | auto query Query 1: Candi | For AE

08:47:10 (autoquery) date APPENDICITIS:

(UTC-05:00) Responseto"Is

Eastern Time the adverse event

(US & Canada) serious?' is'Yes
but " Serious
Adverse Event
Number" is
blank.

Aug-26-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

08:47:10
(UTC-05:00)
Eastern Time
(US & Canada)

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

YES
Isthis serious
event associat
ed with cong
enital anomal
y or birth def
ect?

NO

Did this serio
us event resul
tin death?

NO

Did thisserio
us event requ
ire or prolong
hospitalizatio
n?

YES

Did this serio
us event resul
t in persistent
or significant
disability/inc
apacity?

NO
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090177e196ae3eel\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject No: 11091204 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Other medica

Ily important

serious event

NO
8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Aug-26-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
08:47:10 (é)“%e) NO
(UTC-05:00)
Eastern Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-03-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed SDB causality
07:18:07 ©) was updated to
(UTC-05:00) not related.
Eastern Time (US issue resolved
& Canada)
Sep-02-2020 ACVOPFEINFP6000 | (b) Query 1: Answered | Confirm NOT
13:27:47 (kf)‘% RELATED is
(UTC-05:00) correct. An
Eastern Time (US updated SAE
& Canada) for to resolve
queriesis being
faxes/emailed
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

02/Sep/2020
14:00.
Sep-02-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Reissued: | SAE RECON 1:
07:27:36 ©) Opened The causality in
(UTC-05:00) Safety database
Eastern Time (US was updated to
& Canada) RELATED,
however, it was
recorded as
NOT
RELATED in
AE CRF. Please
confirm correct
causality.lf
safety updateis
required, please
submit a
follow-up form.
Aug-31-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Reissued: | to check
06:26:37 ©) Candidate updated SAE
(UTC-05:00) listing if update
Eastern Time (US will be reflected
& Canada)
Aug-28-2020 ACVOPFEINFP6000 | (b) Data Entry: Changed
14:40:44 (kf)“%é NOT RELATED | Information
(UTC-05:00) If Not Relatedto s
Eastern Time (US tudy treatment(s),
& Canada) thisevent isduet
o:
OTHER
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
If Other, specif
y:
ACUTE APP
ENDICITIS
WITH PERI
TONEAL A
BSCESS
Aug-28-2020 ACVOPFEINFP6000 | (b) Query 1: Answered |working on
13:51:58 (b()42'6 Follow up and
(UTC-05:00) discharge
Eastern Time (US summary and
& Canada) will forward
within the next
2 hours.
Aug-27-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened SAE
04:38:44 ) RECON:AER#
(UTC-05:00) 2020326724
Eastern Time (US ,Causality for
& Canada) Blinded
Therapy was
reported as NO
DATA in SAE

form however, it
was recorded as
NOT
RELATED.
Please confirm
correct
outcome.lf
safety updateis
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
required, please
submit a
follow-up form.
Aug-26-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
08:47:10 (b()“)(é NOT RELATED
(UTC-05:00) If Not Relatedto s
Eastern Time (US tudy treatment(s),
& Canada) thisevent isduet
o:
OTHER
If Other, specif
y:
APPENDICI
TIS
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Aug-26-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
08:47:10 (b()%) NOT APPLICABLE
(UTC-05:00)
Eastern Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Aug-26-2020 ACVOPFEINFP6000 |0 (4). (0) 6) | pata Entry: Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

08:47:10 (b) (4), YES

(UTC-05:00) () (6)

Eastern Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Aug-28-2020 ACVOPFEINFP6000 (b) Data Entry: New
13:52:54 (tE)‘l%e) NO Information
(UTC-05:00)

Eastern Time (US

& Canada)

Aug-26-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
08:47:10 (b()“%é YES

(UTC-05:00)

Eastern Time (US

& Canada)

13. What was the outcome of this adverse event?:

Date L ocation

User Value Reason

Sep-07-2020 | ACVOPFEINFP6000
06:24:58
(UTC-05:00)
Eastern Time
(Us&
Canada)

(b) (4), (b) Query 1: | resolved
) Closed

Sep-04-2020 | ACVOPFEINFPS000
16:01:04
(UTC-05:00)

auto query Query 1: | Changed Information
(autoquery) | Answere
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials; -

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Eastern Time

(US&

Canada)

Sep-04-2020 | ACVOPFEINFPE000 | (b) DataEn | Changed Information

16:01:04 (tf)“%s try:

(UTC-05:00) RECOV

Eastern Time ERED/R

(US& ESOLVE

Canada) D

Sep-03-2020 | ACVOPFEINFPG000 | (b) (4), (b) Query 1. | SAE RECON 1: The outcome

07:25:53 6) Reissued | for was updated to

(UTC-05:00) :Opened | RECOVERED/RESOLVED

Eastern Time in SDB while it was retained

(Us& as

Canada) RECOVERING/RESOLVING
in AE CRF.Please confirm
correct outcome. If safety
update is required, please
submit afollow-up form.

Sep-01-2020 | ACVOPFEINFP6000 | (b) (4), (b) Query 1. | SAE RECON: To check latest

06:03:54 Q) Reissued | SAE listing if outcome will

(UTC-05:00) :Candida | match

Eastern Time te

(US&

Canada)

Aug-31-2020 | ACVOPFEINFP6000 | (b) (4), Query 1. | RECOVERING/RESOLVING

11:57:50 i Answere | iscorrect

(UTC-05:00) d

Eastern Time

(US&
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Canada)

Aug-31-2020 | ACVOPFEINFP6000
06:28:30
(UTC-05:00)
Eastern Time
(Us&
Canada)

(b) (4), (b) Query 1. | SAE

6) Opened | RECON:AER#2020326724
,outcome was updated to NOT
RECOVERED/NOT
RESOLVED in AE CRF
however,reported as
RECOVERING/RESOLVING
on SAE form. Please confirm
correct outcome. If safety
update is required, please
submit afollow-up form.

Aug-28-2020 [ ACVOPFEINFP6000 | (b) Data En | Changed Information
14:40:59 (éfi’@ try:
(UTC-05:00) RECOV
Eastern Time ERING/
(US& RESOL
Canada) VING
Aug-26-2020 | ACVOPFEINFPG6000 (b) Data En | Initial Entry
08:47:10 (é)‘%) try:
(UTC-05:00) NOT RE
Eastern Time COVER
(Us& ED/NOT
Canada) RESOL
VED

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

Date L ocation User Value Reason
Aug-26-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
08:47:10 ©) NO
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-M

ar-2021 10:49

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

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

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Aug-27-2020 ACVOPFEINFPE000 | (b) (4),(b) |DataEntry: Initial Entry
04:34:21 (6) 2020326724
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category:

Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:23:12 (autocalc) | ADVERSE EVENT

(UTC-05:00)

Eastern Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:23:12 (autocalc) |2

(UTC-05:00)

Eastern Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:23:12 (b) (6) Peritoneal Abscess

(UTC-05:00)

Eastern Time (US

& Canada)

4. Start Date Time:

*** Confidential***
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFP6E000 || (b) (4). Data Entry: Initial Entry
12:23:12 (0) (6) Aug/17/2020 UNK:U
(UTC-05:00) NK
Eastern Time (US
& Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFP6E000 |/ (b) (4), Data Entry: Initial Entry
12:23:12 (b) (6) NO
(UTC-05:00) End Date Time:
Eastern Time (US
& Canada) Sep/2/2020 UNK:
UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
12:23:12 (b) (6) 4
(UTC-05:00)
Eastern Time (US
& Canada)

7. | sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMED

Fatal; Life-threatening; I npatient

IATELY.

hospitalization or prolongation of existing hospitalization;
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

prevent above outcomes).

Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to

Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFP6000 | auto query Query 1: C | Close Auto Query
13:13:11 (autoquery) |losed
(UTC-05:00)
Eastern Time
(US&
Canada)
Sep-14-2020 | ACVOPFEINFP6000 ((b)) Data Entr | Changed Information
12 4), .

13:13:11 | (b) (6 \'A
(UTC-05:00) YES
Eastern Time Isthis ser
(Us& ious even
Canada) t associat

ed with c

ongenital

anomaly

or birth d

efect?

NO

Did thiss

erious ev

ent result

in death?

NO

*** Confidential***
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Did thiss
erious ev
ent requir
eor prolo
ng hospit
alization?

YES

Did thiss
erious ev
ent result
in persist
ent or sig
nificant d
isability/i
ncapacity
?

NO

Isthis ser
ious even
tlifethre
atening?

NO

Other me
dically im
portant se
rious eve

nt
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

NO

06:00:59
(UTC-05:00)
Eastern Time
(Us&
Canada)

Sep-14-2020 | ACVOPFEINFP6000 | (6) (@), (6) |Query 1: O | SAE

©) pened RECON:AER#2020326724
Peritoneal abscess(onset
date:17Aug2020)was
reported as seriousin
Safety database but repored
asnot seriousin AE CRF.

If thisevent is
serious,update to yes. To
downgrade the event in the
Safety Database,please

submit SAE form.
Sep-14-2020 | ACVOPFEINFPE000 | auto query Query 1: C | For AE Peritoneal Abscess
05:57:45 (autoquery) | andidate : Responseto "Isthe
(UTC-05:00) adverse event serious?' is
Eastern Time 'No' but "Serious Adverse
(US& Event Number" is present.
Canada)
Sep-11-2020 | ACVOPFEINFP6000 || (b) (4), Data Entr | Initial Entry
12:23:12 (B)6) v
(UTC-05:00) N
Eastern Time
(US&
Canada)

8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.

Date L ocation

User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Sep-11-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
12:23:12 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
12:23:12 (b) (6) NOT RELATED
(UTC-05:00) If Not Related to stu
Eastern Time (US dy treatment(s), this
& Canada) event is dueto:
OTHER
If Other, specify:

Acute appendici

tiswith peritone

al abscess
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFP6E000 || (b) (4). Data Entry: Initial Entry
12:23:12 (b) (6) NOT APPLICABLE
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:23:12 (b) (6) YES

(UTC-05:00)

Eastern Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Sep-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:23:12 () (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

13. What was the outcome of this adverse event?:

Date Location User Value Reason
Sep-11-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
12:23:12 (0) (6) RECOVERED/RESO

(UTC-05:00) LVED

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Sep-11-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
12:23:12 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFP6000 |/(b)(4),(b) | DataEntry: Initial Entry
05:57:45 ) 2020326724

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Status: Incomplete, Data Complete, Deleted,
Frozen

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:09:27 (autocalc) | ADVERSE EVENT

(UTC-05:00)

Eastern Time (US

& Canada)

2. AEID:

Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:09:27 (autocalc) |3

(UTC-05:00)

Eastern Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Sep-14-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:09:27 (t§)4)('6) PERITONEAL ABS

(UTC-05:00) CESS

Eastern Time (US

& Canada)

*** Confidential***
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4. Start Date Time;

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
(0" 4), :

(13432-_ %75'00) (b) (6 iep/2/2020 UNK:UN

Eastern Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry

13:09:27 4) NO

(UTC-05:00) () (6)

Eastern Time (US

& Canada)

6. Toxicity Grade:

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry

13:09:27 4), 4

(UTC-05:00) (k) (©

Eastern Time (US

& Canada)

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

prevent above outcomes).

Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto
13:10:08 (autoquery) Query
(UTC-05:00)

Eastern Time (US

Page 214 of 224
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& Canada)

Sep-14-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | For AE

13:09:27 (autoquery) PERITONEAL

(UTC-05:00) ABSCESS:

Eastern Time (US Responseto"Is

& Canada) the adverse
event serious?’
is'Yes but
"Serious
Adverse Event
Number" is
blank.

Sep-14-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

13:09:27 (b()4%6) YES

(UTC-05:00) Isthis serious eve

Eastern Time (US nt associated with

& Canada) congenital anoma

ly or birth defect?
NO

Did this serious e
vent result in deat
h?

NO

Did thisserious e
vent require or pr
olong hospitalizat
ion?

YES

Did thisserious e
vent result in pers
istent or significa
nt disability/incap
acity?

NO

*** Confidential***
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Isthis serious eve

nt life threatening
?

NO
Other medically i

mportant serious
event

NO

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

Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:09:27 (b()4)(é) NO
(UTC-05:00)
Eastern Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
13:09:27 (b()4%é) NOT RELATED
(UTC-05:00) If Not Related to stu
Eastern Time (US dy treatment(s), this
& Canada) event is dueto:
OTHER
If Other, specify:

ACUTE APPE

NDICITIS
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
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Sep-14-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

13:09:27 (b()4)(é NOT APPLICABLE

(UTC-05:00)

Eastern Time (US

& Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

13:09:27 (tf)‘lzé YES

(UTC-05:00)

Eastern Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

13:09:27 (b()“%’e) NO

(UTC-05:00)

Eastern Time (US

& Canada)

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFP6000 | auto query Query 1: C | Close Auto Query

13:10:08 (autoquery) |losed

(UTC-05:00)

Eastern Time

(US&

Canada)

Sep-14-2020 ACVOPFEINFP6000 | auto query Query 1: O | For AE PERITONEAL

13:09:27 (autoquery) | pened ABSCESS: Response to

(UTC-05:00) "What was the outcome of

Eastern Time this adverse event?' is

(Us& RECOVERED/RESOLVED

Canada) but End Date/Timeis
missing.
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Sep-14-2020
13:09:27
(UTC-05:00)
Eastern Time
(Us&
Canada)

ACVOPFEINFP6000 | (D)

(4),
(b) (6

Data Entr

Yo
RECOVE
RED/RES
OLVED

Initial Entry

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

Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:09:27 (b()4)(23) NO

(UTC-05:00)

Eastern Time (US

& Canada)
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Unscheduled

Site No: 1109

Header Text: c4591001
Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02

Subject No: 11091204
Generated By: = (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:41:57 (0) (6) Feb/17/2021

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001

Vigit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION -

Unscheduled

eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25  Form Status: Data Complete, Frozen

Site No: 1109

Subject No: 11091204
Generated By: ' (b) (4)

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

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

Date L ocation User Value Reason
Feb-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:09 (b) (6) Participant iswilling
(UTC-05:00) to return for Vaccinat
Eastern Time (US ion 3
& Canada) Participant is:

eligibleand NOT

confirmed to have

received only plac

ebo at Vaccinatio

nl1/2
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Site No: 1109

Generated By:

Form Version: 22-Apr-2020 21:03

Subject No: 11091204
(b) (4)

Header Text: c4591001
Visit: Disposition - Unscheduled

History

Form: TREATMENT UNBLINDED - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical

Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:41:30 (0) (6) Feb/17/2021

(UTC-05:00)

Eastern Time (US

& Canada)

2. Primary Reason for Unblinding:

Date Location User Value Reason
Feb-18-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
20:41:30 (b) (6) ASSESSELIGIBILI

(UTC-05:00) TY FOR ADDITIO

Eastern Time (US NAL VACCINATIO

& Canada) N

*** Confidential***
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Header Text: c4591001

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

Site No: 1109

Subject No: 11091204
(b) (4)

Generated By:

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Subject Status

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:36:49 (autocalc) | FOLLOW-UP

(UTC-05:00)

Eastern Time (US

& Canada)

Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:45:24 (autocalc) | ENROLLED/RANDO

(UTC-05:00) MIZED

Eastern Time (US

& Canada)

Aug-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:42:11 (autocalc) | SCREENED

(UTC-05:00)

Eastern Time (US

& Canada)

2. Subject Status Date

Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
11:36:49 (autocalc) | Sep/30/2020

(UTC-05:00)

Eastern Time (US

& Canada)

Aug-11-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1109) Accel Research Sites - Clinical

Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

14:45:24
(UTC-05:00)
Eastern Time (US
& Canada)

(autocalc)

Aug/11/2020

14:42:11
(UTC-05:00)
Eastern Time (US
& Canada)

Aug-11-2020 ACVOPFEINFP6000 | auto calc

(autocalc)

Data Entry:
Aug/11/2020

Initial Entry
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Header Text: c4591001

Vigit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1109

Subject No: 11091204
Generated By: = (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Status: Data Complete, Signed, Verified

Site Name: (1109) Accel Research Sites - Clinical
Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:53:36 (®) (6) Click Here to Enabl

(UTC-05:00) e

Eastern Time (US

& Canada)
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