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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
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Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/12/2020
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eCRF Audit Trail History

Demography

1. Subject ID [10181132]

2. Birth Date: 1948

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): BLACK OR AFRICAN AMERICAN

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/12/2020

2. Erroneous Visit
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Aug/12/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

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

[Hypertension]

Start Date: UNK/UNK/1999

Ongoing: YES

1.b Line/MH Number: [2]

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

[Hyperlipidemia]

Start Date: UNK/UNK/2000

Ongoing: YES

1.c Line/MH Number: [3]

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

[Asthma]

Start Date: UNK/UNK/1990

Ongoing: YES

1.d Line/MH Number: [4]

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

[Foot fracture]

Start Date: UNK/UNK/2017

Ongoing: NO

End Date:
UNK/UNK/2017
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1.e Line/MH Number: [5]

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

[Surgery - Foot fracture repair]

Start Date: UNK/UNK/2017

Ongoing: NO

End Date:
UNK/UNK/2017

1 f Line/MH Number: [6]

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

[Codeine Allergy]

Start Date: UNK/UNK/1988

Ongoing: YES

1.g Line/MH Number: [7]

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

[Penicillin Allergy]

Start Date: UNK/UNK/2018

Ongoing: YES

1 h Line/MH Number: [8]

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

[Iodine Allergy]

Start Date: UNK/UNK/1970

Ongoing: YES

1.i Line/MH Number: [9]

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

[Seasonal Allergic Rhinitis]

Start Date: UNK/UNK/1988

Ongoing: YES
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1.j Line/MH Number: [10]

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

[Generalized Osteoarthritis]

Start Date: UNK/UNK/1988

Ongoing: YES

1 k Line/MH Number: [11]

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

[Postmenopausal]

Start Date: UNK/UNK/1990

Ongoing: YES

1.l Line/MH Number: [12]

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

[Uterine fibroids]

Start Date: UNK/UNK/1990

Ongoing: NO

End Date:
UNK/UNK/1990

1 m Line/MH Number: [13]

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

[Hysterectomy]

Start Date: UNK/UNK/1990

Ongoing: NO

End Date:
UNK/UNK/1990

1 n Line/MH Number: [14]

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

[Partial Left knee replacement]

Start Date: May/14/2007

Ongoing: NO

End Date:
May/14/200709
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1.o Line/MH Number: [15]

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

[Gastroesophageal reflux disease]

Start Date: UNK/UNK/1994

Ongoing: NO

End Date:
UNK/UNK/2004

1.p Line/MH Number: [16]

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

[Barrett's esophagus]

Start Date: UNK/UNK/2004

Ongoing: YES

1.q Line/MH Number: [17]

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

[Nissen fundoplication - Surgery]

Start Date: UNK/UNK/2004

Ongoing: NO

End Date:
UNK/UNK/2004

1 r Line/MH Number: [18]

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

[Right stenosing tenosynovitis]

Start Date: Dec/9/2016

Ongoing: NO

End Date:
Dec/9/2016
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1.s Line/MH Number: [19]

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

[Right trigger finger release]

Start Date: Dec/9/2016

Ongoing: NO

End Date:
Dec/9/2016

1.t Line/MH Number: [20]

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

[Colonic polyps]

Start Date: Apr/28/2017

Ongoing: YES

1.u Line/MH Number: [21]

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

[Sleep apnea]

Start Date: UNK/UNK/2008

Ongoing: YES

1.v Line/MH Number: [22]

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

[Osteoporosis]

Start Date: Jun/UNK/2008

Ongoing: YES

1.w Line/MH Number: [23]

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

[Hypothyroidism]

Start Date: UNK/UNK/1994

Ongoing: YES
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1 x Line/MH Number: [24]

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

[Fatigue]

Start Date: UNK/UNK/2012

Ongoing: YES

1.y Line/MH Number: [25]

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

[Lumbar radiculopathy]

Start Date: UNK/UNK/2010

Ongoing: YES

1.z Line/MH Number: [26]

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

[Acquired deformities of second toe of right foot]

Start Date: UNK/UNK/2007

Ongoing: YES

1.aa Line/MH Number: [27]

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

[Prediabetes]

Start Date: UNK/UNK/2012

Ongoing: NO

End Date:
UNK/UNK/2014

1.ab Line/MH Number: [28]

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

[Vertigo]

Start Date: UNK/UNK/1988

Ongoing: YES
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1.ac Line/MH Number: [29]

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

[Vitamin B12 deficiency]

Start Date: UNK/UNK/2016

Ongoing: YES

1.ad Line/MH Number: [30]

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

[Vitamin D deficiency]

Start Date: UNK/UNK/2009

Ongoing: YES

1.ae Line/MH Number: [31]

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

[Acute bronchitis]

Start Date: Dec/15/2016

Ongoing: NO

End Date:
UNK/UNK/2016

1.af Line/MH Number: [32]

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

[Motor Vehicle Accident]

Start Date: Jun/14/2017

Ongoing: NO

End Date:
Jun/14/2017

1.ag Line/MH Number: [33]

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

[Right Jaw pain]

Start Date: Jun/14/2017

Ongoing: NO

End Date:
UNK/UNK/201709
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1.ah Line/MH Number: [34]

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

[Neck strain]

Start Date: Jun/14/2017

Ongoing: NO

End Date:
UNK/UNK/2017

1.ai Line/MH Number: [35]

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

[Accidental fall]

Start Date: May/28/2019

Ongoing: NO

End Date:
May/28/2019

1.aj Line/MH Number: [36]

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

[Pre-syncope]

Start Date: UNK/UNK/2018

Ongoing: NO

End Date:
UNK/UNK/2018

1.ak Line/MH Number: [37]

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

[Acute rhinitis]

Start Date: Dec/11/2018

Ongoing: NO

End Date:
UNK/UNK/2018
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1.al Line/MH Number: [38]

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

[Acute bronchitis]

Start Date: Mar/19/2019

Ongoing: NO

End Date:
Mar/UNK/2019

1.am Line/MH Number: [39]

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

[Left hand inflammatory arthropathy]

Start Date: Mar/UNK/2019

Ongoing: NO

End Date:
UNK/UNK/2019

1.an Line/MH Number: [40]

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

[Urinary tract infection]

Start Date: Aug/14/2019

Ongoing: NO

End Date:
UNK/UNK/2019

1.ao Line/MH Number: [41]

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

[Intermittent lower extremities edema]

Start Date: UNK/UNK/2016

Ongoing: YES

1.ap Line/MH Number: [42]

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

[Telangiectasias on lower extremities]

Start Date: UNK/UNK/2016

Ongoing: YES09
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1.aq Line/MH Number: [43]

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

[Airplane accident]

Start Date: UNK/UNK/1988

Ongoing: NO

End Date:
UNK/UNK/1988

1.ar Line/MH Number: [44]

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

[Facial injuries]

Start Date: UNK/UNK/1988

Ongoing: NO

End Date:
UNK/UNK/1988

1.as Line/MH Number: [45]

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

[Nasal surgery]

Start Date: UNK/UNK/1988

Ongoing: NO

End Date:
UNK/UNK/1988

1.at Line/MH Number: [46]

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

[Jaw surgery]

Start Date: UNK/UNK/1988

Ongoing: NO

End Date:
UNK/UNK/1988
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1.au Line/MH Number: [47]

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

[Periorbital hematoma]

Start Date: May/28/2019

Ongoing: NO

End Date:
UNK/UNK/2019

1.av Line/MH Number: [48]

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

[Frontal Scalp contusion]

Start Date: May/28/2019

Ongoing: NO

End Date:
UNK/UNK/2019

1.aw Line/MH Number: [49]

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

[Closed nasal bone fracture]

Start Date: May/28/2019

Ongoing: NO

End Date:
UNK/UNK/2019

1.ax Line/MH Number: [50]

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

[Concussion]

Start Date: May/28/2019

Ongoing: NO

End Date:
UNK/UNK/2019
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs

1. Date: Aug/12/2020

2. Weight: [155.6]

3. Unit: LB

4. Height: [62.0]

5. Unit: in

6. Body Mass Index: [28.5]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.0]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/12/2020

2. Randomization Number: [226222]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/12/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BHTY28]

5.b Sample ID [BHTY29]

5.c Sample ID [BHTY2B]

5.d Sample ID [BPG6J0]

5.e Sample ID [BPG6J1]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/12/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP69FH]
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/12/2020 11:09

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/1/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

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 completed?

NO

2.b Symptom: FATIGUE

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

NO

2.c Symptom: HEADACHE

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

NO

2.d Symptom: CHILLS

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

NO

2.e Symptom: VOMITING

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

NO

2 f Symptom: DIARRHEA

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

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

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

NO
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

2.h Symptom: NEW OR WORSENED JOINT PAIN

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

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

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

NO

5.b Injection Site Reaction: SWELLING

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

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

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

NO
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs

1. Date: Sep/1/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [96.1]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/1/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN5NP1]
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Visit: V2_VAX2_L Form: VACCINATION

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/1/2020 12:18

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

YES
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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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/14/2021

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

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 completed?

NO

2.b Symptom: FATIGUE

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

NO

2.c Symptom: HEADACHE

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

NO

2.d Symptom: CHILLS

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

NO

2.e Symptom: VOMITING

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

NO

2 f Symptom: DIARRHEA

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

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

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

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

2.h Symptom: NEW OR WORSENED JOINT PAIN

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

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

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

NO

5.b Injection Site Reaction: SWELLING

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

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

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

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/14/2021

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR94NT]

5.b Sample ID [BR94NV]

5.c Sample ID [BMNJRN]

5.d Sample ID [BMNJRP]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

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-19 illness?
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Illness Details

1. Category of Clinical Event:

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

3. Toxicity Grade:
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Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Unplanned 1 - Unscheduled Visit on
Sep/09/2020

Form: DATE OF VISIT

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/9/2020

2. Erroneous Visit
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Visit: Unplanned 1 - Unscheduled Visit on
Sep/09/2020

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Unplanned Assessments

1. Assessments
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Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Jan/14/2021

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]

09
01

77
e1

96
ae

40
13

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0787621



Page 53 of 228

***Confidential***

 

Header Text: c4591001
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Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

# Category
AE Ident

ifier
Adverse Event Start Date

Is the Adverse Event S
till Ongoing

Form Instanc
e

 1. ADVERSE E
VENT 

1  CARDIAC STRESS TEST ABNORMA
L, HOSPITALIZED 

Sep/8/2020 UN
K:UNK 

YES  Repeating
Pages
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

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

[CARDIAC STRESS TEST ABNORMAL, HOSPITALIZED]

4. Start Date Time: Sep/8/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

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

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: NOT RELATED

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

If Other, specify:
[Believed related to chronic conditions including hypertension and hyperlipidemia]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

NOT RECOVERED/NOT RESOLVED

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

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020350081]
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Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

#
Categor

y
Medication Err

or
Start Dat

e
Is the medication error Still Ong

oing
Study Medication Errors Act

ion
Form Instance

 1.           Repeating
Pages
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Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of Medication
Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication given?

7. Was a Non-Drug Treatment given?

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

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

#
Sponsor-Defined Ide

ntifier
Category for Medic

ation
Concomitant Medications Pre-s

pecified
Name of Medica

tion
Start Da

te
Form Instance

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic 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: //
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

#
Sponsor-Defined Id

entifier
Category for Medi

cation
Concomitant Medications Pre

-specified
Name of Medic

ation
Dose Descrip

tion
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

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

 1.           Repeating Pages
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Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.
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Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]

09
01

77
e1

96
ae

40
13

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0787642



Page 74 of 228

***Confidential***

 

Header Text: c4591001
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Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/5/2021

2. Erroneous Visit

09
01

77
e1

96
ae

40
13

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0787648



Page 80 of 228

***Confidential***

 

Header Text: c4591001

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

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/5/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Jan/14/2021
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Audit Trail

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

Name Signature
Meaning

Date Type Action

  Approved Jan-25-2021 20:47:20 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, , 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, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

Form Aug-13-2020 08:01:24 (UTC-06:00) Central Time
(US & Canada)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

Form Aug-13-2020 09:13:39 (UTC-06:00) Central Time
(US & Canada)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

1 Aug-13-2020 09:13:39 (UTC-06:00) Central Time
(US & Canada)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

2 Aug-13-2020 09:13:39 (UTC-06:00) Central Time
(US & Canada)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

3 Aug-13-2020 09:13:39 (UTC-06:00) Central Time
(US & Canada)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

4 Aug-13-2020 09:13:39 (UTC-06:00) Central Time
(US & Canada)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

5 Aug-13-2020 09:13:39 (UTC-06:00) Central Time
(US & Canada)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

6.a Aug-13-2020 09:13:39 (UTC-06:00) Central Time
(US & Canada)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

6.a Aug-13-2020 09:13:39 (UTC-06:00) Central Time
(US & Canada)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

6.a Aug-13-2020 09:13:39 (UTC-06:00) Central Time
(US & Canada)

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

Form Sep-01-2020 14:32:48 (UTC-06:00) Central Time
(US & Canada)

Total Hysterectomy in 1996

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

1 Sep-01-2020 14:32:48 (UTC-06:00) Central Time
(US & Canada)

Total Hysterectomy in 1996

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

2 Sep-01-2020 14:32:48 (UTC-06:00) Central Time
(US & Canada)

Total Hysterectomy in 1996

Not Applicable

09
01

77
e1

96
ae

40
13

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0787668



Page 100 of 228

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

3 Sep-01-2020 14:32:48 (UTC-06:00) Central Time
(US & Canada)

Total Hysterectomy in 1996

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

4 Sep-01-2020 14:32:48 (UTC-06:00) Central Time
(US & Canada)

Total Hysterectomy in 1996

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

5 Sep-01-2020 14:32:48 (UTC-06:00) Central Time
(US & Canada)

Total Hysterectomy in 1996

Not Applicable

09
01

77
e1

96
ae

40
13

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0787671



Page 103 of 228

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

6.a Sep-01-2020 14:32:48 (UTC-06:00) Central Time
(US & Canada)

Total Hysterectomy in 1996

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

6.a Sep-01-2020 14:32:48 (UTC-06:00) Central Time
(US & Canada)

Total Hysterectomy in 1996

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item Date User Comment

6.a Sep-01-2020 14:32:48 (UTC-06:00) Central Time
(US & Canada)

Total Hysterectomy in 1996

Not Applicable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

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

Name Signature
Meaning

Date Type Action

  Approved Jan-25-2021 20:47:20 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I,  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, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

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

  N/A Jan-16-2021 09:17:57 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

  Approved Sep-16-2020 16:24:39 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, , 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, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

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

  N/A Sep-16-2020 12:43:45 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

  Approved Sep-16-2020 09:16:19 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed
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Header Text: c4591001

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

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Affidavit:
By my dated signature below, I, , 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, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

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

  N/A Sep-16-2020 08:44:51 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

  Approved Sep-15-2020 15:48:43 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, , 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, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

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

  N/A Sep-15-2020 13:07:54 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

  Approved Sep-14-2020 15:12:42 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I,  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, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-13-2020 07:59:53
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
24 JUL 2020

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 07:59:53
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
STAGE 3 COHORTS

Initial Entry
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-13-2020 08:53:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Aug-13-2020 08:01:16
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Date Informed
Consent Obtained is
not the same as the
Date of Visit. Please
correct as necessary.

Aug-13-2020 08:00:11
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/12/2020

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-11-2020 04:56:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed event added in AE CRF

Sep-10-2020 11:34:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Will update when full
details are collected from pt

Sep-10-2020 05:59:26
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened SAE
RECON:AER#2020350081
abnormal stress test(onset
date:08Sep2020)was
reported as serious in
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Aug-13-2020 07:59:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10181132

Item copied from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-13-2020 07:59:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1948

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-13-2020 08:01:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-10-2020 16:51:56
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Sep-10-2020 10:39:24
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered NOT Hispanic, SAE,
will be updated.

Sep-10-2020 08:29:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINICAL Ethnicity
reported here as NOT
Hispanic; on SAE
report ethnicity is
Blank. Please update
SAE report with NOT
Hispanic ethnicity.

Aug-13-2020 08:01:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT HISPANIC OR LATINO(A) O
R OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-10-2020 16:51:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Sep-10-2020 10:38:37
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Race is correct, SAE
will be updated

Sep-10-2020 08:28:24
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened Clinical Race
reported here as
Black or African
American; however
SAE report race was
reported as
Caucasian. Please
correct RACE in the
necessary location
(here, or update SAE
report)

Aug-13-2020 08:01:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BLACK OR AFRICAN AMERICA
N

Initial Entry

09
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(b) (4), (b) (6)

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

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

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0787680
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-13-2020 08:53:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/12/2020

Transcription Error

Aug-13-2020 08:01:16
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/13/2020

Initial Entry

09
01
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e1
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ae
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\F
in

al
\F

in
al

 O
n:

 0
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0787681
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-13-2020 00:59:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Sep-12-2020 09:53:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Sep-12-2020 09:53:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/12/2020

Transcription Error

Sep-11-2020 22:48:06
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Erica Weaver Query 1: Opened *DM: Please confirm
date as DOV was
completed on 12/Aug,
please correct if
necessary. Thank you.

Aug-13-2020 08:01:38
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/13/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-13-2020 08:01:38
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-13-2020 08:01:38
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
COMPLETED

Initial Entry

09
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n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

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

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0787682
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1.a

Date Location User Value Reason

Aug-13-2020 08:04:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 1

Medical History Ter
m:

Hypertension

Start Date: UNK/UNK/19
99

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:04:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:04:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hypertension

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-13-2020 08:04:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1999

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-13-2020 08:04:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-13-2020 08:05:29 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
01
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ae
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787683
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Central Time
(US & Canada)

(autocalc) Line/MH Number: 2

Medical History Ter
m:

Hyperlipidemia

Start Date: UNK/UNK/20
00

Ongoing: YES

1.b Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:05:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:05:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hyperlipidemia

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-13-2020 08:05:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2000

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-13-2020 08:05:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Aug-13-2020 08:07:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 3

Medical History Ter
m:

Asthma

Start Date: UNK/UNK/19
90

Ongoing: YES

Initial Entry

09
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0787684



Page 116 of 228

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.c Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:07:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:07:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Asthma

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-13-2020 08:07:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1990

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-13-2020 08:07:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Aug-13-2020 08:07:46
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 4

Medical History Te
rm:

Foot fracture

Start Date: UNK/UNK/2017

Ongoing: NO
End Date:

UNK/UNK/2
017

Initial Entry

09
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787685
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.d Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:07:46
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:07:46
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Foot fracture

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-13-2020 08:07:46
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2017

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-13-2020 08:07:46
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2017

Initial Entry

1.e

Date Location User Value Reason

Aug-13-2020 08:09:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

5

Medical Histor
y Term:

Surgery - Foot fractu
re repair

Start Date: UNK/UNK/2017

Ongoing: NO
End Date:

UNK/UNK/2017

Initial Entry

09
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787686
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.e Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:09:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:09:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Surgery - Foot fracture repair

Initial Entry

1.e Start Date:

Date Location User Value Reason

Aug-13-2020 08:09:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2017

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Aug-13-2020 08:09:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2017

Initial Entry

1.f

Date Location User Value Reason

Aug-13-2020 08:10:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 6

Medical History Ter
m:

Codeine Allerg
y

Start Date: UNK/UNK/19
88

Ongoing: YES

Initial Entry

09
01

77
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ae
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787687
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.f Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:10:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:10:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Codeine Allergy

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-13-2020 08:10:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1988

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-13-2020 08:10:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Aug-13-2020 08:12:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 7

Medical History Ter
m:

Penicillin Aller
gy

Start Date: UNK/UNK/201
8

Ongoing: YES

Initial Entry

09
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FDA-CBER-2021-5683-0787688
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.g Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:12:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:12:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Penicillin Allergy

Initial Entry

1.g Start Date:

Date Location User Value Reason

Aug-13-2020 08:12:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2018

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Aug-13-2020 08:12:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Aug-13-2020 08:12:36
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 8

Medical History Ter
m:

Iodine Allergy

Start Date: UNK/UNK/19
70

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

40
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787689
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.h Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:12:36
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:12:36
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Iodine Allergy

Initial Entry

1.h Start Date:

Date Location User Value Reason

Aug-13-2020 08:12:36
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1970

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Aug-13-2020 08:12:36
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.i

Date Location User Value Reason

Aug-13-2020 08:13:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

9

Medical History
Term:

Seasonal Allergic
Rhinitis

Start Date: UNK/UNK/1988

Ongoing: YES

Initial Entry

09
01

77
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ae

40
13
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(b) (4)

FDA-CBER-2021-5683-0787690
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.i Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:13:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:13:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Seasonal Allergic Rhinitis

Initial Entry

1.i Start Date:

Date Location User Value Reason

Aug-13-2020 08:13:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1988

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Aug-13-2020 08:13:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Aug-13-2020 08:13:59
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

10

Medical History
Term:

Generalized Osteoa
rthritis

Start Date: UNK/UNK/1988

Ongoing: YES

Initial Entry

09
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.j Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:13:59
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:13:59
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Generalized Osteoarthritis

Initial Entry

1.j Start Date:

Date Location User Value Reason

Aug-13-2020 08:13:59
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1988

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Aug-13-2020 08:13:59
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
13

\F
in

al
\F
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al
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n:
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787692
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1.k

Date Location User Value Reason

Aug-13-2020 08:14:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 11

Medical History Ter
m:

Postmenopausa
l

Start Date: UNK/UNK/19
90

Ongoing: YES

Initial Entry

1.k Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:14:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:14:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Postmenopausal

Initial Entry

1.k Start Date:

Date Location User Value Reason

Aug-13-2020 08:14:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1990

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Aug-13-2020 08:14:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

Aug-13-2020 08:16:24
(UTC-06:00) Central Time

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 12

Initial Entry09
01

77
e1

96
ae

40
13
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al
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al
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n:
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787693
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada) Medical History Te
rm:

Uterine fibroids

Start Date: UNK/UNK/1990

Ongoing: NO
End Date:

UNK/UNK/1
990

1.l Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:16:24
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:16:24
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Uterine fibroids

Initial Entry

1.l Start Date:

Date Location User Value Reason

Aug-13-2020 08:16:24
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1990

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Aug-13-2020 08:16:24
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/1990

Initial Entry

1.m

Date Location User Value Reason

Aug-13-2020 08:17:11
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 13

Medical History Te
rm:

Hysterectomy

Initial Entry
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(b) (4), 
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(b) (4), 
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(b) (4), 
(b) (6)

(b) (4)

FDA-CBER-2021-5683-0787694
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Start Date: UNK/UNK/1990

Ongoing: NO
End Date:

UNK/UNK/1
990

1.m Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:17:11
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:17:11
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hysterectomy

Initial Entry

1.m Start Date:

Date Location User Value Reason

Aug-13-2020 08:17:11
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1990

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Aug-13-2020 08:17:11
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/1990

Initial Entry

1.n

Date Location User Value Reason

Aug-13-2020 08:28:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

14

Medical Histor
y Term:

Partial Left knee repl
acement

Start Date: May/14/2007

Initial Entry
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(b) (6)
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(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0787695
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Ongoing: NO
End Date:

May/14/2007

1.n Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:28:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:28:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Partial Left knee replacement

Initial Entry

1.n Start Date:

Date Location User Value Reason

Aug-13-2020 08:28:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
May/14/2007

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Aug-13-2020 08:28:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

May/14/2007

Initial Entry

1.o

Date Location User Value Reason

Aug-13-2020 08:29:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

15

Medical Histor
y Term:

Gastroesophageal refl
ux disease

Start Date: UNK/UNK/1994

Initial Entry
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(b) (6)

(b) (4)

FDA-CBER-2021-5683-0787696
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Ongoing: NO
End Date:

UNK/UNK/2004

1.o Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:29:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
15

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:29:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Gastroesophageal reflux disease

Initial Entry

1.o Start Date:

Date Location User Value Reason

Aug-13-2020 08:29:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1994

Initial Entry

1.o Ongoing:

Date Location User Value Reason

Aug-13-2020 08:29:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2004

Initial Entry

1.p

Date Location User Value Reason

Aug-13-2020 08:32:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 16

Medical History Te
rm:

Barrett's esopha
gus

Start Date: UNK/UNK/200
4

Ongoing: YES

Initial Entry

09
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787697
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.p Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:32:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
16

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:32:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Barrett's esophagus

Initial Entry

1.p Start Date:

Date Location User Value Reason

Aug-13-2020 08:32:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2004

Initial Entry

1.p Ongoing:

Date Location User Value Reason

Aug-13-2020 08:32:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.q

Date Location User Value Reason

Aug-13-2020 08:33:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

17

Medical Histor
y Term:

Nissen fundoplicatio
n - Surgery

Start Date: UNK/UNK/2004

Ongoing: NO
End Date:

UNK/UNK/2004

Initial Entry

09
01

77
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96
ae

40
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(b) (4), 
(b) (6)
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(b) (6)

(b) (4)

FDA-CBER-2021-5683-0787698
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.q Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:33:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
17

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:33:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Nissen fundoplication - Surgery

Initial Entry

1.q Start Date:

Date Location User Value Reason

Aug-13-2020 08:33:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2004

Initial Entry

1.q Ongoing:

Date Location User Value Reason

Aug-13-2020 08:33:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2004

Initial Entry

1.r

Date Location User Value Reason

Aug-13-2020 08:34:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

18

Medical Histor
y Term:

Right stenosing teno
synovitis

Start Date: Dec/9/2016

Ongoing: NO
End Date:

Dec/9/2016

Initial Entry

09
01
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(b) (4)

FDA-CBER-2021-5683-0787699



Page 131 of 228

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.r Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:34:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
18

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:34:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Right stenosing tenosynovitis

Initial Entry

1.r Start Date:

Date Location User Value Reason

Aug-13-2020 08:34:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/9/2016

Initial Entry

1.r Ongoing:

Date Location User Value Reason

Aug-13-2020 08:34:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

Dec/9/2016

Initial Entry

1.s

Date Location User Value Reason

Aug-13-2020 08:36:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

19

Medical History
Term:

Right trigger finger
release

Start Date: Dec/9/2016

Ongoing: NO
End Date:

Dec/9/2016

Initial Entry

09
01
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(b) (4)

FDA-CBER-2021-5683-0787700
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.s Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:36:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
19

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:36:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Right trigger finger release

Initial Entry

1.s Start Date:

Date Location User Value Reason

Aug-13-2020 08:36:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/9/2016

Initial Entry

1.s Ongoing:

Date Location User Value Reason

Aug-13-2020 08:36:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

Dec/9/2016

Initial Entry

1.t

Date Location User Value Reason

Aug-13-2020 08:36:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 20

Medical History Ter
m:

Colonic polyp
s

Start Date: Apr/28/2017

Ongoing: YES

Initial Entry

09
01
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FDA-CBER-2021-5683-0787701
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.t Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:36:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
20

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:36:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Colonic polyps

Initial Entry

1.t Start Date:

Date Location User Value Reason

Aug-13-2020 08:36:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Apr/28/2017

Initial Entry

1.t Ongoing:

Date Location User Value Reason

Aug-13-2020 08:36:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
13

\F
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al
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al

 O
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FDA-CBER-2021-5683-0787702
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1.u

Date Location User Value Reason

Aug-13-2020 08:38:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 21

Medical History Ter
m:

Sleep apnea

Start Date: UNK/UNK/20
08

Ongoing: YES

Initial Entry

1.u Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:38:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:38:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sleep apnea

Initial Entry

1.u Start Date:

Date Location User Value Reason

Aug-13-2020 08:38:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2008

Initial Entry

1.u Ongoing:

Date Location User Value Reason

Aug-13-2020 08:38:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.v

Date Location User Value Reason

Aug-13-2020 08:38:52
(UTC-06:00) Central Time

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 22

Initial Entry09
01

77
e1

96
ae

40
13

\F
in

al
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al
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n:
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787703
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada) Medical History Ter
m:

Osteoporosis

Start Date: Jun/UNK/200
8

Ongoing: YES

1.v Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:38:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
22

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:38:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Osteoporosis

Initial Entry

1.v Start Date:

Date Location User Value Reason

Aug-13-2020 08:38:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jun/UNK/2008

Initial Entry

1.v Ongoing:

Date Location User Value Reason

Aug-13-2020 08:38:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.w

Date Location User Value Reason

Aug-13-2020 08:41:25
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 23

Medical History Ter
m:

Hypothyroidis
m

Start Date: UNK/UNK/19
94

Ongoing: YES

Initial Entry

09
01
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ae
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787704
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.w Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:41:25
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
23

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:41:25
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hypothyroidism

Initial Entry

1.w Start Date:

Date Location User Value Reason

Aug-13-2020 08:41:25
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1994

Initial Entry

1.w Ongoing:

Date Location User Value Reason

Aug-13-2020 08:41:25
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.x

Date Location User Value Reason

Aug-13-2020 08:42:00
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 24

Medical History Ter
m:

Fatigue

Start Date: UNK/UNK/20
12

Ongoing: YES

Initial Entry

09
01
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(b) (4)

FDA-CBER-2021-5683-0787705
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.x Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:42:00
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
24

Initial Entry

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

Date Location User Value Reason

Aug-18-2020 21:37:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Aug-17-2020 08:44:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Fatigue is due to her
age

Aug-16-2020 02:09:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened Fatigue: Please can
you confirm if there is
a diagnosis available
for this MedHx?

Aug-13-2020 08:42:00
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Fatigue

Initial Entry

1.x Start Date:

Date Location User Value Reason

Aug-13-2020 08:42:00
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2012

Initial Entry

1.x Ongoing:

Date Location User Value Reason

Aug-13-2020 08:42:00
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.y

Date Location User Value Reason

Aug-13-2020 08:42:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

25

Initial Entry

09
01

77
e1

96
ae

40
13
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al
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al
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n:
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(b) (4), 
(b) (6)

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

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0787706
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Medical History T
erm:

Lumbar radiculop
athy

Start Date: UNK/UNK/2010

Ongoing: YES

1.y Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:42:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
25

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:42:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lumbar radiculopathy

Initial Entry

1.y Start Date:

Date Location User Value Reason

Aug-13-2020 08:42:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2010

Initial Entry

1.y Ongoing:

Date Location User Value Reason

Aug-13-2020 08:42:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.z

Date Location User Value Reason

Aug-13-2020 08:43:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

26

Medical His
tory Term:

Acquired deformities of
second toe of right foot

Start Date: UNK/UNK/2007

Ongoing: YES

Initial Entry

09
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(b) (4), 
(b) (6)
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(b) (4)

FDA-CBER-2021-5683-0787707
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.z Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:43:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
26

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:43:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Acquired deformities of second toe of r
ight foot

Initial Entry

1.z Start Date:

Date Location User Value Reason

Aug-13-2020 08:43:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2007

Initial Entry

1.z Ongoing:

Date Location User Value Reason

Aug-13-2020 08:43:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.aa

Date Location User Value Reason

Aug-13-2020 08:45:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 27

Medical History Te
rm:

Prediabetes

Start Date: UNK/UNK/2012

Ongoing: NO
End Date:

UNK/UNK/2
014

Initial Entry

09
01

77
e1

96
ae

40
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n:
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0787708
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.aa Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:45:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
27

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:45:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Prediabetes

Initial Entry

1.aa Start Date:

Date Location User Value Reason

Aug-13-2020 08:45:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2012

Initial Entry

1.aa Ongoing:

Date Location User Value Reason

Aug-13-2020 08:45:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2014

Initial Entry

1.ab

Date Location User Value Reason

Aug-13-2020 08:46:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 28

Medical History Ter
m:

Vertigo

Start Date: UNK/UNK/19
88

Ongoing: YES

Initial Entry

09
01

77
e1
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ae
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(b) (4), 
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(b) (4)

FDA-CBER-2021-5683-0787709
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.ab Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:46:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:46:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Vertigo

Initial Entry

1.ab Start Date:

Date Location User Value Reason

Aug-13-2020 08:46:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1988

Initial Entry

1.ab Ongoing:

Date Location User Value Reason

Aug-13-2020 08:46:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.ac

Date Location User Value Reason

Aug-13-2020 08:47:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

29

Medical History
Term:

Vitamin B12 defic
iency

Start Date: UNK/UNK/2016

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

40
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(b) (4), 
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(b) (4)

FDA-CBER-2021-5683-0787710
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.ac Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:47:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
29

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:47:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Vitamin B12 deficiency

Initial Entry

1.ac Start Date:

Date Location User Value Reason

Aug-13-2020 08:47:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2016

Initial Entry

1.ac Ongoing:

Date Location User Value Reason

Aug-13-2020 08:47:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.ad

Date Location User Value Reason

Aug-13-2020 08:48:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 30

Medical History T
erm:

Vitamin D defici
ency

Start Date: UNK/UNK/2009

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

40
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(b) (4)

FDA-CBER-2021-5683-0787711
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1.ad Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:48:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:48:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Vitamin D deficiency

Initial Entry

1.ad Start Date:

Date Location User Value Reason

Aug-13-2020 08:48:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2009

Initial Entry

1.ad Ongoing:

Date Location User Value Reason

Aug-13-2020 08:48:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.ae

Date Location User Value Reason

Aug-13-2020 08:48:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 31

Medical History Te
rm:

Acute bronchitis

Start Date: Dec/15/2016

Ongoing: NO
End Date:

UNK/UNK/2
016

Initial Entry

09
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FDA-CBER-2021-5683-0787712
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.ae Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:48:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
31

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:48:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Acute bronchitis

Initial Entry

1.ae Start Date:

Date Location User Value Reason

Aug-13-2020 08:48:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/15/2016

Initial Entry

1.ae Ongoing:

Date Location User Value Reason

Aug-13-2020 08:48:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2016

Initial Entry

1.af

Date Location User Value Reason

Aug-17-2020 08:32:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Line/MH Numbe
r:

32

Medical History
Term:

Motor Vehicle Acc
ident

Start Date: Jun/14/2017

Ongoing: NO
End Date:

Jun/14/2017

per query clarification
(DELETED)

Aug-13-2020 08:49:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

32

Initial Entry
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ae
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Medical History
Term:

Motor Vehicle Acc
ident

Start Date: Jun/14/2017

Ongoing: NO
End Date:

Jun/14/2017
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.af Line/MH Number:

Date Location User Value Reason

Aug-17-2020 08:32:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
32

per query clarification
(DELETED)

Aug-13-2020 08:49:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
32

Initial Entry

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

Date Location User Value Reason

Aug-18-2020 21:37:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Aug-17-2020 08:32:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Motor Vehicle Accident

per query clarification
(DELETED)

Aug-17-2020 08:32:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered per query clarification

Aug-16-2020 02:05:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened Motor Vehicle
Accident: Please note
this is not a medical
history. If there is a
symptom/diagnosis
/procedure please
reference, else remove.
Thanks

Aug-13-2020 08:49:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Motor Vehicle Accident

Initial Entry

1.af Start Date:

Date Location User Value Reason

Aug-17-2020 08:32:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jun/14/2017

per query clarification
(DELETED)

Aug-13-2020 08:49:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jun/14/2017

Initial Entry

09
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.af Ongoing:

Date Location User Value Reason

Aug-17-2020 08:32:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

Jun/14/2017

per query clarification
(DELETED)

Aug-13-2020 08:49:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

Jun/14/2017

Initial Entry

1.ag

Date Location User Value Reason

Aug-13-2020 08:50:27
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 33

Medical History Te
rm:

Right Jaw pain

Start Date: Jun/14/2017

Ongoing: NO
End Date:

UNK/UNK/2
017

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.ag Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:50:27
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
33

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:50:27
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Right Jaw pain

Initial Entry

1.ag Start Date:

Date Location User Value Reason

Aug-13-2020 08:50:27
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jun/14/2017

Initial Entry

1.ag Ongoing:

Date Location User Value Reason

Aug-13-2020 08:50:27
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2017

Initial Entry

1.ah

Date Location User Value Reason

Aug-13-2020 08:52:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 34

Medical History Te
rm:

Neck strain

Start Date: Jun/14/2017

Ongoing: NO
End Date:

UNK/UNK/2
017

Initial Entry

09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.ah Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:52:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
34

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:52:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Neck strain

Initial Entry

1.ah Start Date:

Date Location User Value Reason

Aug-13-2020 08:52:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jun/14/2017

Initial Entry

1.ah Ongoing:

Date Location User Value Reason

Aug-13-2020 08:52:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2017

Initial Entry

1.ai

Date Location User Value Reason

Aug-17-2020 08:31:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Line/MH Number: 35

Medical History Ter
m:

Accidental fall

Start Date: May/28/2019

Ongoing: NO
End Date:

May/28/201
9

per query clarification
(DELETED)

Aug-13-2020 08:55:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 35

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Medical History Ter
m:

Accidental fall

Start Date: May/28/2019

Ongoing: NO
End Date:

May/28/201
9
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.ai Line/MH Number:

Date Location User Value Reason

Aug-17-2020 08:31:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
35

per query clarification
(DELETED)

Aug-13-2020 08:55:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

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

Date Location User Value Reason

Aug-18-2020 21:37:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Aug-17-2020 08:31:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Accidental fall

per query clarification
(DELETED)

Aug-17-2020 08:31:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered per query clarification

Aug-16-2020 02:01:46
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened Accidental fall: Please
note this is not a
medical history. If there
is a symptom/diagnosis
/procedure please
reference, else clarify.
Thanks

Aug-13-2020 08:55:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Accidental fall

Initial Entry

1.ai Start Date:

Date Location User Value Reason

Aug-17-2020 08:31:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
May/28/2019

per query clarification
(DELETED)

Aug-13-2020 08:55:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
May/28/2019

Initial Entry

1.ai Ongoing:09
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason

Aug-17-2020 08:31:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

May/28/2019

per query clarification
(DELETED)

Aug-13-2020 08:55:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

May/28/2019

Initial Entry

1.aj

Date Location User Value Reason

Aug-13-2020 08:59:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 36

Medical History Te
rm:

Pre-syncope

Start Date: UNK/UNK/2018

Ongoing: NO
End Date:

UNK/UNK/2
018

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.aj Line/MH Number:

Date Location User Value Reason

Aug-13-2020 08:59:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
36

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 08:59:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Pre-syncope

Initial Entry

1.aj Start Date:

Date Location User Value Reason

Aug-13-2020 08:59:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2018

Initial Entry

1.aj Ongoing:

Date Location User Value Reason

Aug-13-2020 08:59:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2018

Initial Entry

09
01
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e1
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ae
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1.ak

Date Location User Value Reason

Aug-13-2020 09:00:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 37

Medical History Te
rm:

Acute rhinitis

Start Date: Dec/11/2018

Ongoing: NO
End Date:

UNK/UNK/2
018

Initial Entry

1.ak Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:00:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
37

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:00:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Acute rhinitis

Initial Entry

1.ak Start Date:

Date Location User Value Reason

Aug-13-2020 09:00:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/11/2018

Initial Entry

1.ak Ongoing:

Date Location User Value Reason

Aug-13-2020 09:00:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2018

Initial Entry

1.al
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason

Aug-13-2020 09:02:47
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 38

Medical History Te
rm:

Acute bronchitis

Start Date: Mar/19/2019

Ongoing: NO
End Date:

Mar/UNK/20
19

Initial Entry

1.al Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:02:47
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
38

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:02:47
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Acute bronchitis

Initial Entry

1.al Start Date:

Date Location User Value Reason

Aug-13-2020 09:02:47
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/19/2019

Initial Entry

1.al Ongoing:

Date Location User Value Reason

Aug-13-2020 09:02:47
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

Mar/UNK/2019

Initial Entry

1.am

Date Location User Value Reason09
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Aug-13-2020 09:03:45
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

39

Medical Histo
ry Term:

Left hand inflammator
y arthropathy

Start Date: Mar/UNK/2019

Ongoing: NO
End Date:

UNK/UNK/2019

Initial Entry

1.am Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:03:45
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
39

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:03:45
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Left hand inflammatory arthropathy

Initial Entry

1.am Start Date:

Date Location User Value Reason

Aug-13-2020 09:03:45
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/UNK/2019

Initial Entry

1.am Ongoing:

Date Location User Value Reason

Aug-13-2020 09:03:45
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2019

Initial Entry

1.an

Date Location User Value Reason

Aug-13-2020 09:04:39
(UTC-06:00) Central Time

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number 40

Initial Entry09
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(b) (4), 
(b) (6)

(b) (4), 
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(b) (4)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada) :

Medical History T
erm:

Urinary tract infec
tion

Start Date: Aug/14/2019

Ongoing: NO
End Date:

UNK/UNK/20
19

1.an Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:04:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
40

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:04:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Urinary tract infection

Initial Entry

1.an Start Date:

Date Location User Value Reason

Aug-13-2020 09:04:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/14/2019

Initial Entry

1.an Ongoing:

Date Location User Value Reason

Aug-13-2020 09:04:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2019

Initial Entry

1.ao

Date Location User Value Reason

Aug-13-2020 09:05:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

41

Initial Entry

09
01

77
e1

96
ae

40
13
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in
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\F
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al

 O
n:
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(b) (4), 
(b) (6)

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

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

(b) (4)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Medical Histo
ry Term:

Intermittent lower ext
remities edema

Start Date: UNK/UNK/2016

Ongoing: YES

1.ao Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:05:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
41

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:05:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Intermittent lower extremities edema

Initial Entry

1.ao Start Date:

Date Location User Value Reason

Aug-13-2020 09:05:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2016

Initial Entry

1.ao Ongoing:

Date Location User Value Reason

Aug-13-2020 09:05:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.ap

Date Location User Value Reason

Aug-13-2020 09:06:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

42

Medical Histo
ry Term:

Telangiectasias on lo
wer extremities

Start Date: UNK/UNK/2016

Ongoing: YES

Initial Entry

09
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n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

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

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

(b) (4)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.ap Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:06:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
42

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:06:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Telangiectasias on lower extremities

Initial Entry

1.ap Start Date:

Date Location User Value Reason

Aug-13-2020 09:06:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2016

Initial Entry

1.ap Ongoing:

Date Location User Value Reason

Aug-13-2020 09:06:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.aq

Date Location User Value Reason

Aug-17-2020 08:30:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Line/MH Number: 43

Medical History T
erm:

Airplane acciden
t

Start Date: UNK/UNK/1988

Ongoing: NO
End Date:

UNK/UNK/1
988

Per query clarification
(DELETED)

Aug-13-2020 09:07:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 43

Medical History T
erm:

Airplane acciden
t

Initial Entry

09
01

77
e1

96
ae

40
13

\F
in

al
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in
al
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n:
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1-

A
pr

-2
02
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(b) (4), 
(b) (6)

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

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

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

(b) (4)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Start Date: UNK/UNK/1988

Ongoing: NO
End Date:

UNK/UNK/1
988
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.aq Line/MH Number:

Date Location User Value Reason

Aug-17-2020 08:30:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
43

Per query clarification
(DELETED)

Aug-13-2020 09:07:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
43

Initial Entry

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

Date Location User Value Reason

Aug-18-2020 21:37:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Aug-17-2020 08:30:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Airplane accident

Per query clarification
(DELETED)

Aug-17-2020 08:30:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Per query clarification

Aug-16-2020 02:01:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened Airplane accident:
Please note this is not a
medical history. If there
is a symptom/diagnosis
/procedure please
reference, else clarify.
Thanks

Aug-13-2020 09:07:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Airplane accident

Initial Entry

1.aq Start Date:

Date Location User Value Reason

Aug-17-2020 08:30:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1988

Per query clarification
(DELETED)

Aug-13-2020 09:07:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1988

Initial Entry

1.aq Ongoing:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason

Aug-17-2020 08:30:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/1988

Per query clarification
(DELETED)

Aug-13-2020 09:07:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/1988

Initial Entry

1.ar

Date Location User Value Reason

Aug-13-2020 09:07:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 44

Medical History Te
rm:

Facial injuries

Start Date: UNK/UNK/1988

Ongoing: NO
End Date:

UNK/UNK/1
988

Initial Entry

09
01

77
e1

96
ae

40
13
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.ar Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:07:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
44

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:07:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Facial injuries

Initial Entry

1.ar Start Date:

Date Location User Value Reason

Aug-13-2020 09:07:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1988

Initial Entry

1.ar Ongoing:

Date Location User Value Reason

Aug-13-2020 09:07:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/1988

Initial Entry

1.as

Date Location User Value Reason

Aug-13-2020 09:08:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 45

Medical History Te
rm:

Nasal surgery

Start Date: UNK/UNK/1988

Ongoing: NO
End Date:

UNK/UNK/1
988

Initial Entry

09
01

77
e1

96
ae

40
13

\F
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al
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al

 O
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1.as Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:08:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
45

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:08:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Nasal surgery

Initial Entry

1.as Start Date:

Date Location User Value Reason

Aug-13-2020 09:08:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1988

Initial Entry

1.as Ongoing:

Date Location User Value Reason

Aug-13-2020 09:08:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/1988

Initial Entry

1.at

Date Location User Value Reason

Aug-13-2020 09:09:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 46

Medical History Te
rm:

Jaw surgery

Start Date: UNK/UNK/1988

Ongoing: NO
End Date:

UNK/UNK/1
988

Initial Entry

09
01

77
e1
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ae

40
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\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.at Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:09:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
46

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:09:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jaw surgery

Initial Entry

1.at Start Date:

Date Location User Value Reason

Aug-13-2020 09:09:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1988

Initial Entry

1.at Ongoing:

Date Location User Value Reason

Aug-13-2020 09:09:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/1988

Initial Entry

1.au

Date Location User Value Reason

Aug-13-2020 09:38:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

47

Medical History T
erm:

Periorbital hemat
oma

Start Date: May/28/2019

Ongoing: NO
End Date:

UNK/UNK/20
19

Initial Entry

09
01
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e1
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ae
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.au Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:38:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:38:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Periorbital hematoma

Initial Entry

1.au Start Date:

Date Location User Value Reason

Aug-13-2020 09:38:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
May/28/2019

Initial Entry

1.au Ongoing:

Date Location User Value Reason

Aug-13-2020 09:38:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2019

Initial Entry

1.av

Date Location User Value Reason

Aug-13-2020 09:42:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

48

Medical History
Term:

Frontal Scalp cont
usion

Start Date: May/28/2019

Ongoing: NO
End Date:

UNK/UNK/201
9

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.av Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:42:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:42:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Frontal Scalp contusion

Initial Entry

1.av Start Date:

Date Location User Value Reason

Aug-13-2020 09:42:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
May/28/2019

Initial Entry

1.av Ongoing:

Date Location User Value Reason

Aug-13-2020 09:42:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2019

Initial Entry

1.aw

Date Location User Value Reason

Aug-13-2020 09:43:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

49

Medical History
Term:

Closed nasal bone f
racture

Start Date: May/28/2019

Ongoing: NO
End Date:

UNK/UNK/2019

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.aw Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:43:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
49

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:43:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Closed nasal bone fracture

Initial Entry

1.aw Start Date:

Date Location User Value Reason

Aug-13-2020 09:43:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
May/28/2019

Initial Entry

1.aw Ongoing:

Date Location User Value Reason

Aug-13-2020 09:43:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2019

Initial Entry

1.ax

Date Location User Value Reason

Aug-13-2020 09:44:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 50

Medical History Te
rm:

Concussion

Start Date: May/28/2019

Ongoing: NO
End Date:

UNK/UNK/2
019

Initial Entry
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(b) (4)

FDA-CBER-2021-5683-0787737
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

1.ax Line/MH Number:

Date Location User Value Reason

Aug-13-2020 09:44:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
50

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:44:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Concussion

Initial Entry

1.ax Start Date:

Date Location User Value Reason

Aug-13-2020 09:44:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
May/28/2019

Initial Entry

1.ax Ongoing:

Date Location User Value Reason

Aug-13-2020 09:44:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2019

Initial Entry
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(b) (6)
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(b) (4), 
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(b) (4)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/12/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
155.6

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
62.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28.5

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Temperature: 97.0

Temperature Unit: F

Temperature Locatio
n::

ORAL CAVIT
Y

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
97.0

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-13-2020 09:13:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-13-2020 09:13:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-13-2020 09:13:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-13-2020 09:13:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-13-2020 09:13:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-13-2020 09:13:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Aug-13-2020 09:13:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Applica
ble

Test:: Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Result:: Not Applica
ble

Not Done:: Not Applica
ble

6.a Sponsor ID:

Date Location User Value Reason

Aug-13-2020 09:13:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-13-2020 09:13:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-13-2020 09:13:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Aug-13-2020 09:13:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-13-2020 09:14:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/12/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-13-2020 09:14:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
226222

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020 09:14:20
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020 09:14:20
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-13-2020 09:14:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-13-2020 09:14:20
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Aug-13-2020 09:14:20
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Aug/12/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-13-2020 09:14:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BHTY28

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-13-2020 09:14:30
(UTC-06:00) Central Time

ACV0PFEINFP6000  Data Entry:
BHTY28

Initial Entry09
01
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

5.b

Date Location User Value Reason

Aug-13-2020 09:14:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BHTY29

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-13-2020 09:14:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BHTY29

Initial Entry

5.c

Date Location User Value Reason

Aug-13-2020 09:14:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BHTY2B

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-13-2020 09:14:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BHTY2B

Initial Entry

5.d

Date Location User Value Reason

Aug-13-2020 10:12:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPG6J0

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-13-2020 10:12:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BPG6J0

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason

Aug-13-2020 10:12:53
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPG6J1

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-13-2020 10:12:53
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BPG6J1

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020 09:18:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020 09:18:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-13-2020 09:18:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-13-2020 09:18:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Aug-13-2020 09:18:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Aug/12/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-13-2020 09:18:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP69FH

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-13-2020 09:18:54
(UTC-06:00) Central Time

ACV0PFEINFP6000  Data Entry:
BP69FH

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-13-2020 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-13-2020 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-13-2020 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-13-2020 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/12/2020 11:09

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-13-2020 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-13-2020 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry

7. Route:09
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Date Location User Value Reason

Aug-13-2020 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-13-2020 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

Initial Entry

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

Date Location User Value Reason

Aug-13-2020 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-13-2020 09:19:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES - REACTOGENICITY E-DIARY
COLLECTED FOR THIS SUBJECT

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-01-2020 14:31:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/1/2020

Initial Entry

09
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0787752



Page 184 of 228

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sympto
ms present on the last day the S
ubject Diary was completed?:

NO

Initial Entry

2.a Symptom:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
FEVER

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: FAT

IGU
E

Were fever or systemic sympto
ms present on the last day the S
ubject Diary was completed?:

NO

Initial Entry

09
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2.b Symptom:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
FATIGUE

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: HEA

DAC
HE

Were fever or systemic sympt
oms present on the last day th
e Subject Diary was complete
d?:

NO

Initial Entry

2.c Symptom:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
HEADACHE

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: CH

Initial Entry
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ILL
S

Were fever or systemic sympto
ms present on the last day the S
ubject Diary was completed?:

NO

2.d Symptom:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CHILLS

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: VO

MITI
NG

Were fever or systemic sympto
ms present on the last day the
Subject Diary was completed?
:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
VOMITING

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

09
01

77
e1
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ae
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2.f

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: DIA

RRH
EA

Were fever or systemic sympto
ms present on the last day the
Subject Diary was completed?
:

NO

Initial Entry

2.f Symptom:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
DIARRHEA

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: NEW OR

WORSEN
ED MUSC
LE PAIN

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

NO

Initial Entry
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2.g Symptom:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR WORSENED MUSCLE PAI
N

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: NEW OR

WORSEN
ED JOINT
PAIN

Were fever or systemic s
ymptoms present on the
last day the Subject Diar
y was completed?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR WORSENED JOINT PAIN

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry09
01

77
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ae
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(US & Canada)

4. Injection Site Body Side:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Injection Site Reaction:: RED

NES
S

Were injection site reactions pr
esent on the last day the Subje
ct Diary was completed?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
REDNESS

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Injection Site Reaction:: SWE

LLIN
G

Were injection site reactions p
resent on the last day the Subj
ect Diary was completed?:

NO

Initial Entry
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5.b Injection Site Reaction:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SWELLING

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Injection Site Reaction:: PAIN AT

INJECTI
ON SITE

Were injection site reactio
ns present on the last day t
he Subject Diary was com
pleted?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
PAIN AT INJECTION SITE

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:31:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
13

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

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

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0787759



Page 191 of 228

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:

Date Location User Value Reason

Sep-01-2020 14:32:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/1/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-01-2020 14:32:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Temperature: 96.1

Temperature Unit: F

Temperature Locatio
n::

ORAL CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-01-2020 14:32:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-02-2020 02:11:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Closed as per site
response.

Sep-01-2020 14:34:47
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Value per source, not
clinically significant

Sep-01-2020 14:32:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Temperature 96.1 F is
outside of Normal
Range 97 - 99.5 F.

Sep-01-2020 14:32:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
96.1

Initial Entry

2.a Unit:

Date Location User Value Reason
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Sep-01-2020 14:32:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-01-2020 14:32:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL CAVITY

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-01-2020 14:32:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-01-2020 14:32:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-01-2020 14:32:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-01-2020 14:32:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-01-2020 14:32:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Sep-01-2020 14:32:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Applica
ble

Test:: Not Applica
ble

Initial Entry
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Result:: Not Applica
ble

Not Done:: Not Applica
ble

6.a Sponsor ID:

Date Location User Value Reason

Sep-01-2020 14:32:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-01-2020 14:32:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-01-2020 14:32:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-01-2020 14:32:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Sep-01-2020 14:33:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-01-2020 14:33:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-01-2020 14:33:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-01-2020 14:33:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Sep-01-2020 14:33:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Sep/1/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-01-2020 14:33:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BN5NP1

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-01-2020 14:33:30
(UTC-06:00) Central Time

ACV0PFEINFP6000  Data Entry:
BN5NP1

Initial Entry09
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(US & Canada)
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-01-2020 14:34:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-01-2020 14:34:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-01-2020 14:34:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-01-2020 14:34:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/1/2020 12:18

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-01-2020 14:34:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-01-2020 14:34:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry

7. Route:09
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Date Location User Value Reason

Sep-01-2020 14:34:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-01-2020 14:34:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

Initial Entry

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

Date Location User Value Reason

Sep-01-2020 14:34:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-22-2021
00:45:09
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
2: Clo
sed

Response satisfies query

Jan-21-2021
11:22:46
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
2: Ans
wered

Changed data per query

Jan-20-2021
01:23:46
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
3: Clo
sed

Closed as per site response,
updated PD tracker for clinical
review

Jan-19-2021
23:27:33
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Clo
sed

Response satisfies query

Jan-19-2021
15:57:33
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
3: Ans
wered

Subject had SAE, resolved.
Per sponsor okay to proceed
with study.

Jan-19-2021
15:56:33
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Ans
wered

Changed data per query

Jan-19-2021
03:50:08
(UTC-06:00)
Central Time

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query
3: Op
ened

PDQ: Date of visit at
V3_MONTH1_POSTVAX2_L
is out of window for 100 days
from V2_VAX2_L DOV or
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(US &
Canada)

V2 Vaccination date. Please
verify and update. Else,
confirm in query response
appropriately. 

Jan-19-2021
03:42:23
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
2: Op
ened

DM: Kindly consider to
update missing SYMPRDATE
form or else clarify. Thank
you.

Jan-19-2021
03:42:05
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Op
ened

DM: The treatment period is
defined as 1st vaccination visit
through the 1-month post
vaccination visit after the 2nd
vaccination. Please complete
treatment disposition CRF and
update date of EOT to match
date of visit at visit 3.

Jan-16-2021
09:17:57
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry
:
Jan/14
/2021

Initial Entry
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Back to Form

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sympto
ms present on the last day the S
ubject Diary was completed?:

NO

Initial Entry

2.a Symptom:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
FEVER

Initial Entry

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Jan-21-2021 11:22:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: FAT

IGU
E

Were fever or systemic sympto
ms present on the last day the S
ubject Diary was completed?:

NO

Initial Entry
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Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: FAT

IGU
E

Were fever or systemic sympto
ms present on the last day the S
ubject Diary was completed?:

Initial Entry

2.b Symptom:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
FATIGUE

Initial Entry

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

Date Location User Value Reason

Jan-21-2021 11:22:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: HEA

DAC
HE

Were fever or systemic sympt
oms present on the last day th
e Subject Diary was complete
d?:

NO

Initial Entry
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2.c Symptom:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
HEADACHE

Initial Entry

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: CH

ILL
S

Were fever or systemic sympto
ms present on the last day the S
ubject Diary was completed?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CHILLS

Initial Entry

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: VO

MITI

Initial Entry
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NG

Were fever or systemic sympto
ms present on the last day the
Subject Diary was completed?
:

NO

2.e Symptom:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
VOMITING

Initial Entry

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: DIA

RRH
EA

Were fever or systemic sympto
ms present on the last day the
Subject Diary was completed?
:

NO

Initial Entry

2.f Symptom:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
DIARRHEA

Initial Entry

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

2.g

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: NEW OR

WORSEN
ED MUSC
LE PAIN

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR WORSENED MUSCLE PAI
N

Initial Entry

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: NEW OR

WORSEN
ED JOINT
PAIN

Were fever or systemic s
ymptoms present on the
last day the Subject Diar
y was completed?:

NO

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

2.h Symptom:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR WORSENED JOINT PAIN

Initial Entry

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Injection Site Reaction:: RED

NES
S

Were injection site reactions pr
esent on the last day the Subje
ct Diary was completed?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
REDNESS

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Injection Site Reaction:: SWE

LLIN
G

Were injection site reactions p
resent on the last day the Subj
ect Diary was completed?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SWELLING

Initial Entry

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Injection Site Reaction:: PAIN AT

INJECTI
ON SITE

Were injection site reactio
ns present on the last day t
he Subject Diary was com
pleted?:

NO

Initial Entry
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5.c Injection Site Reaction:

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
PAIN AT INJECTION SITE

Initial Entry

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

Date Location User Value Reason

Jan-21-2021 11:22:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Jan-16-2021 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-16-2021 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-16-2021 09:19:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-16-2021 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Jan-16-2021 09:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Jan/14/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-16-2021 09:19:34
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BR94NT

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-16-2021 09:19:34
(UTC-06:00) Central Time

ACV0PFEINFP6000  Data Entry:
BR94NT

Initial Entry09
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(US & Canada)

5.b

Date Location User Value Reason

Jan-16-2021 09:19:44
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BR94NV

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-16-2021 09:19:44
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BR94NV

Initial Entry

5.c

Date Location User Value Reason

Jan-16-2021 09:19:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BMNJRN

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-16-2021 09:19:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BMNJRN

Initial Entry

5.d

Date Location User Value Reason

Jan-16-2021 09:20:02
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BMNJRP

Initial Entry

5.d Sample ID

Date Location User Value Reason

Jan-16-2021 09:20:02
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BMNJRP

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/09/2020

Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-10-2020 11:24:28
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/9/2020

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-19-2021 10:51:44
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/14/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-19-2021 10:51:44
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Jan-19-2021 10:51:44
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1018 Site Name: (1018) Texas Center For Drug Development, Inc.

Subject No: 10181132 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Generated By: Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:

Date Location User Value Reason

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Mar-10-2021
10:13:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Juleen Gayed Query 2: Closed Clin: Requested to
close by SM site
unable to provide
information

Mar-01-2021
05:49:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Juleen Gayed Query 2: Opened Clin: Please provide
any further f/u
information about
this case received
since Sept 2020.
When did the
participant leave
hospital? What was
the definitive
management? When
available please
submit SAE report
f/u

Sep-11-2020
21:22:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle

Query 1: Closed Discrepancy has
been closed.

Sep-11-2020
08:12:57
(UTC-06:00)
Central Time (US

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

updated per query
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Generated By: Generated Time (GMT): 29-Mar-2021 04:44

& Canada)

Sep-11-2020
08:12:57
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Data Entry:
CARDIAC STRE
SS TEST ABNOR
MAL, HOSPITAL
IZED

updated per query

Sep-11-2020
03:33:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle

Query 1: Opened Clarify
ABNORMAL
STRESS TEST,
HOSPITALIZED as
follows...The term
appears incomplete.
Are you reporting
CARDIAC STRESS
TEST
ABNORMAL,
HOSPITALIZED?
If so, update the
verbatim term as
such. Otherwise
clarify and edit the
term. Thank you.

Sep-10-2020
11:31:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Data Entry:
Abnormal stress te
st, hospitalized

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/8/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-11-2021 15:40:24
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered the AE is ongoing.
Waiting on more
medical records to
update.

Mar-01-2021 05:50:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Juleen
Gayed

Query 1: Opened Clin: Please confirm
if this AE is still
ongoing
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Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason

Oct-30-2020 19:09:06
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Closed Query closed; will
follow for SAE update
with the requested
COVID test info

Oct-29-2020 16:30:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Answered Will send a SAE
update.

Oct-28-2020 23:53:01
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Reissued:Opened Clinical - Thank you,
please submit a SAE
safety update with this
information (cannot
obtain information
whether COVID test
was performed in
Hosp)

Oct-28-2020 11:39:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Answered Contact made with
subject, at the time she
does not want to do
any study related
procedures for the
time being, until after
she recovers from her
bypass surgery.

Oct-27-2020 21:59:08
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Opened Clinical – If Med
records not
received/subject
cannot be contacted to
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state whether hospital
COVID test was
performed, please
submit this
information to a
follow-up SAE, as
pertinent information
for this trial.

Oct-26-2020 20:40:05
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query

Oct-23-2020 11:29:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Answered Unknown, unable to
make contact with
subject.

Oct-22-2020 21:16:05
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Opened Clinical COVID
testing has not been
reported in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020350081] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the results.

Sep-11-2020 04:56:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Abnormal
stress test,
hospitalized: Response
to "Is the adverse
event serious?" is 'Yes'
but "Serious Adverse
Event Number" is
blank.

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Is this serious event associated wit
h congenital anomaly or birth defe
ct?

NO

Did this serious event result in deat
h?

Initial Entry
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NO

Did this serious event require or pr
olong hospitalization?

YES

Did this serious event result in pers
istent or significant disability/incap
acity?

NO

Is this serious event life threatenin
g?

NO

Other medically important serious
event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-17-2020 14:02:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Erica Weaver Query 1: Closed Response satisfies query

Sep-16-2020 02:07:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM2: Until item # 12 and 13
are completed please keep
this query in open state,
thank you.

Sep-15-2020 13:07:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Deleted Initial Entry

Sep-15-2020 13:07:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry
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Sep-15-2020 13:07:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

Believed related to chroni
c conditions including hyp
ertension and hyperlipide
mia

Initial Entry

Sep-15-2020 07:00:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Reissued:Candidate SAE RECON: monitor data
entry per query response

Sep-15-2020 00:33:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM1:Thank you for your
response. However, Please
respond to query only once
updates are made. Thank
you.

Sep-14-2020 10:49:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Waiting on further
information/medical records
from the physician she is
currently under the care of.

Sep-14-2020 10:48:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered Waiting on further
information/medical records
from the physician she is
currently under the care of.

Sep-14-2020 04:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Opened SAE
RECON:AER#2020350081:,
causality was reported
UNRELATED to Safety DB;
however, missing on the AE
CRF. Please confirm and
update.If safety update is
required submit a follow-up
SAE form.

Sep-13-2020 01:01:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM1: Thank you for the
response. Please assess the
event and consider to update
missing data for field#9, 12
and 13 and then respond the
query.

Sep-12-2020 09:54:28
(UTC-06:00) Central

ACV0PFEINFP6000  Query 1: Answered cannot yet respond to #12
yet, but others have been
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Time (US & Canada) answered

Sep-11-2020 05:58:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: The response for
item#9,12 and 13 are
missing? kindly review and
update.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-16-2020 12:44:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-18-2020 06:16:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed SDB outcome updated.
issue resolved

Sep-17-2020 10:27:38
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered SAE form is being
updated and will be
sent shortly

Sep-17-2020 10:24:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened SAE RECON 2:
Outcome has been
updated to Not
Recovered/Not
Resolved in AE CRF
however outcome still
shows as Unknown in
the safety database.
Please confirm correct
outcome. If safety
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update is required,
please submit a
follow-up SAE form.

Sep-17-2020 01:31:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Closed Closed by DM: AT.

Sep-16-2020 12:43:45
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RECOVERED/NOT RESOLV
ED

Changed Information

Sep-16-2020 08:45:26
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Answered per query addressed to
this question,
UNKNOWN has been
entered and will
remain until outcome
is known

Sep-16-2020 08:44:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened For AE CARDIAC
STRESS TEST
ABNORMAL,
HOSPITALIZED:
Response to "What
was the outcome of
this adverse event?" is
'Unknown' but End
Date/Time is provided
or "Is the adverse event
still ongoing?" is
marked "Yes".

Sep-16-2020 08:44:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry
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Back to Form

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-16-2020 08:44:51
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNKNOWN

Initial Entry

Sep-16-2020 08:14:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened SAE RECON 1: Please
confirm if outcome is
already available. If still
unknown, please enter as
such to match SDB data
and provide update in both
database when already
available.

Sep-15-2020 07:01:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Candidate SAE RECON: monitor data
entry per query response

Sep-14-2020 10:48:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Waiting on further
information/medical
records from the physician
she is currently under the
care of.

Sep-14-2020 04:12:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened SAE
RECON:AER#2020350081
,outcome was reported as
UNKNOWN in Safety
Database however, left
blankon AE CRF. Please
confirm correct outcome. If
safety update is required,
please submit a follow-up

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

Date Location User Value Reason

Sep-10-2020 11:31:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Sep-11-2020 04:56:19
(UTC-06:00) Central Time

ACV0PFEINFP6000  Data Entry:
2020350081
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(US & Canada)
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-22-2021 16:12:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/5/2021

Initial Entry
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Back to Form

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

Date Location User Value Reason

Jan-22-2021 16:13:01
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Participant is willing to return for Vacci
nation 3

Participant is:

eligible and NOT confirmed to have
received only placebo at Vaccinatio
n 1/2

Initial Entry
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Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-22-2021 16:12:46
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/5/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-22-2021 16:12:46
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ASSESS ELIGIBILITY FOR ADDITI
ONAL VACCINATION

Initial Entry
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Back to Form

1. Subject Status

Date Location User Value Reason

Jan-19-2021 10:51:44
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-13-2020 09:14:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-13-2020 08:01:38
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Jan-19-2021 10:51:44
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Jan/14/2021

Initial Entry

Sep-12-2020 09:53:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/12/2020

Transcription Error

Aug-13-2020 09:14:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/12/2020

Initial Entry

Aug-13-2020 08:01:38
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry
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Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-11-2020 15:42:38
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Click Here to Enable

Initial Entry
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