090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: COHORT_SELECTION

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

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

08 SEP 2020

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

STAGE 3 COHORTS

*** Confidential***
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Informed Consent

1. | Consent Was: OBTAINED

Date Written Consent Obtained
Oct/15/2020
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Header Text: C4591001
Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54

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

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
eCRF Audit Trail History
Demogr aphy
1. | Subject ID [11951006]
2. | Birth Date: UNK/UNK/1946
3. | Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that WHITE
apply):
6. | Racial Designation:

*** Confidential***
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1195

Subject No: 11951006

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/15/2020

2. | Erroneous Visit
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 16:00
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Form Comments

Inclusion Criteria Not Met

1

Description of Inclusion | Not Applicable

Criterion Not Met

Exclusion Criteria M et

2. Description of Exclusion | Not Applicable

Criterion Met

*** Confidential***
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52  Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Disposition - Screening

1. | Date of Oct/15/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 528
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Medical History Details

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

/Surgery/Non-Drug
Allergies/Drug Allergies:

Disease/Syndrome [Hypertension]

*** Confidential***

Start Date: UNK/UNK/1990
Ongoing: YES
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:57
SiteNo: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: HIV STATUS

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

HIV Status

1. | Select appropriate response | The subject is NOT known to be HIV POSITIVE

- What isthe subject HIV
status?
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Form: VITAL SIGNS- BASELINE

*** Confidential***

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History
Vital Signs
1. | Date: Oct/15/2020
2. | Weight: [102.3]
3. | Unit: kg
4. |Height: [172.0]
5. | Unit: cm
6. | Body Mass Index: [34.6]
Vital SignsDetails
7a|| Record Identifier: 1

Temperature: [36.0]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1195

Subject No: 11951006

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History

Disposition

1. | Randomization Date : Oct/15/2020

2. | Randomization Number: [269493]

3. | Randomization Group: []
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1195

Subject No: 11951006
Generated By:

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/15/2020
4. |1f no samplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

*** Confidential***

Sample ID [BNMDDZ]
5b || sample 1D [BNMDFOQ]
5C || sample ID [BNSWTY]
5d || sample ID [BNSWTZ]
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:
Oct/15/2020

4. | If nosamplewas collected |[]

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

Aliquot

Please enter barcode for each aliquot.

5a|| sample 1D [BNSWTR]
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: VACCINATION

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

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

eCRFE Audit Trail History

Vaccination

1. | Wasthere atemporary NO
delay of vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. |DoseDate Time: Oct/15/2020 12:56

5. [ Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: []

9. [Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed

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

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response | YES - REACTOGENICITY E-DIARY COLLECTED FOR
- Reactogenicity diary THIS SUBJECT
collection
Page 14 of 528
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Header Text: C4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/3/2020

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001
Visit: V2_VAX2_ L

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1.

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

NO

2.a

Symptom:

FEVER

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

NO

2b

Symptom:

FATIGUE

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

NO

2cC

Symptom:

HEADACHE

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

NO

Page 16 of 528
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Header Text: C4591001
Visit: V2_VAX2_ L

(b) (4)

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1195

Subject No: 11951006
Generated By:

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

2d

Symptom:

CHILLS

Were fever or systemic
Ssymptoms 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 compl eted?

NO

2f

Symptom:

DIARRHEA

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

NO

2.9

Symptom:

NEW OR WORSENED MUSCLE PAIN

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

NO

2.h

Symptom:

NEW OR WORSENED JOINT PAIN

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

NO

*** Confidential***
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Header Text: C4591001
Visit: V2_VAX2_ L

Form Version: 10-Oct-2020 16:03

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES

Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
52 || |njection Site Reaction: | REDNESS
Were injection site NO
reactions present on the
last day the Subject Diary
was compl eted?
5B || Injection Site Reaction: | SWELLING
Were injection site NO

reactions present on the
last day the Subject Diary
was compl eted?

o.C Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site NO
reactions present on the
last day the Subject Diary
was compl eted?
Page 18 of 528
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Header Text: C4591001
Visit: V2_VAX2_ L
Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Form: VITAL SIGNS- TEMP

*** Confidential***

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History
Vital Signs
1. |Date: Nov/3/2020
Vital Signs Details
24| | Record Identifier: 1

Temperature: [36.1]

Unit: C

Temperature L ocation: ORAL CAVITY
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Header Text: C4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03
SiteNo: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:
Nov/3/2020

4. | If nosamplewas collected |[]

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

Aliquot

Please enter barcode for each aliquot.

5a|| sample 1D [BN86D4]
Page 20 of 528
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Header Text: C4591001
Visit: V2_VAX2_ L

Form: VACCINATION

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

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

eCRFE Audit Trail History

Vaccination

1. | Wasthere atemporary NO
delay of vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. |DoseDate Time: Nov/3/2020 11:45

5. [ Anatomical Location: DELTOID MUSCLE

6. [Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: []

9. [Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed

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

*** Confidential***
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Header Text: C4591001
Visit: V3_MONTH1 _POSTVAX2 L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
eCRF Audit Trail History
Date of Visit
1. | Date of Visit Dec/1/2020
2. | Erroneous Visit
Page 22 of 528
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

(b) (4)

SYMPTOM RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1195

Subject No: 11951006
Generated By:

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1.

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

NO

2.a

Symptom:

FEVER

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

NO

2b

Symptom:

FATIGUE

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

NO

2cC

Symptom:

HEADACHE

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

NO

*** Confidential***
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified
Site No: 1195

Subject No: 11951006
Generated By:

(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

2d

Symptom:

CHILLS

Were fever or systemic
Ssymptoms 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 compl eted?

NO

2f

Symptom:

DIARRHEA

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

NO

2.9

Symptom:

NEW OR WORSENED MUSCLE PAIN

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

NO

2.h

Symptom:

NEW OR WORSENED JOINT PAIN

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

NO
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

reactions present on the
last day the Subject Diary
was compl eted?

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
52 || |njection Site Reaction: | REDNESS
Were injection site NO
reactions present on the
last day the Subject Diary
was compl eted?
5B || Injection Site Reaction: | SWELLING
Were injection site NO

*** Confidential***

o.C Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site NO
reactions present on the
last day the Subject Diary
was compl eted?
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Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY

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

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Dec/1/2020

4. |1f no sample was collected
or sample was not collected

according to protocol,
please provide reason:

[]

Aliquot

Please enter barcode for each aliquot.

5a || sample D [BNSK FK]

5b || sample 1D [BNSKFL]

5C || sample ID [BNLWJIC]

5d || sample ID [BNLWJD]
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Header Text: C4591001
Visit: V4_MONTH6_L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02  Form Status: Not Started
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date of Visit
1. | Date of Visit I
2. | Erroneous Visit
Page 27 of 528

FDA-CBER-2021-5683-0946179




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

If no samplewas collected |[]

Aliquot
Please enter barcode for each aliquot.
5.
Sample ID []
Page 28 of 528
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*** Confidential***

Header Text: C4591001
Visit: V5_MONTH12 L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02  Form Status: Not Started
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date of Visit
1. | Date of Visit I
2. | Erroneous Visit
Page 29 of 528
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Header Text: C4591001
Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

If no samplewas collected |[]

Aliquot
Please enter barcode for each aliquot.
5.
Sample ID []
Page 30 of 528
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*** Confidential***

Header Text: C4591001
Visit: V6_MONTH24 L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02  Form Status: Not Started
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date of Visit
1. | Date of Visit I
2. | Erroneous Visit
Page 31 of 528
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Header Text: C4591001
Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

If no samplewas collected |[]

Aliquot
Please enter barcode for each aliquot.
5.
Sample ID []
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Header Text: C4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/10/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit: COVID_A

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: SSIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Dec/10/2020 COVID-19

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

eCRF Audit Trail History

Signs and Symptoms

1. | Date of Assessment: Dec/10/2020
2. | Date of First Symptom Dec/10/2020
Started:

3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/13/2020

Symptoms

4.8 || symptoms: FEVER

Was symptom present? NO

4b || symptoms: NEW OR INCREASED COUGH

Was symptom present? | YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4d || symptoms: CHILLS

Was symptom present? NO

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

4. || symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

Page 34 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/10/2020 COVID-19

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

Form: SIGNSAND SYMPTOMS OF POTENTIAL

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

4f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present?

NO

4.9

*** Confidential***

Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h 1 symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
5a|| symptoms - Other Text: | [Fatigue]
5b || symptoms - Other Text: | [sniffles]
Page 35 of 528
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Header Text: C4591001
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Visit: POT_COVID ILL 1 Form: MICROBIOLOGY SPECIMEN
Form Version: 06-Jul-2020 21:54
SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
4 Date of Col | Specimen | Specimen Collecti | Assay Codeand | Device | Form Instan
lection Type on L ocation Description Type ce
1. | Not Done Not Done | Not Done Not Done Not Do Repeating
ne Pages
Page 36 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/10/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
Form Comments

eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

1. | Actua Date of Collection: | Not Done Comments
I
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Not Done Comments
Location:
4. | Assay Code and Not Done Comments
Description:
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Resullt: Not Done Comments
8. | Comments/Findings Not Done Comments
/Details:
[]
9. | Trade Name Other, Specify: | Not Done Comments
[]
Page 37 of 528
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled Visit on Dec/10/2020 SWAB SELF

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no samplewas collected | [not necessary patient came into the office for a swab test.]

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

Aliquot
Please enter barcode for each aliquot.
5.
Sample ID []
Page 38 of 528
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020 SWAB

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Frozen, Verified
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Dec/10/2020
4. | If nosamplewas collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BNSKR5]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified

SiteNo: 1195
Subject No: 11951006
Generated By:

(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Health Care Utilization

1a || physician or Hedlthcare | SPECIALIST
Professional:
Occurrence of Visits or NO
Contacts:
1b || physician or Healthcare | EMERGENCY ROOM
Professional:
Occurrence of Visits or NO
Contacts:
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or YES
Contacts: Number of Visits or Contacts:
(1]
1.d || physician or Hedlthcare | URGENT CARE
Professional:
Occurrence of Visits or NO
Contacts:
1. || physician or Hedlthcare | TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or NO
Contacts:
Page 40 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Form: HEALTH CARE UTILIZATION

Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-202002:26  Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
1f Physician or Healthcare | OTHER
Professional:
Occurrence of Visits or NO
Contacts:
Health Care Utilization Other
2. | Other Type of Practitioner |[]
Specify:
Health Care Utilization
3. | Hasthe subject been NO
hospitalized due to potential
COVID-19illness?

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

" Treatment Ide | Con Non-Drug Treatments | Treatm | Treatm | Start D | Form Instanc
ntifier Pre-specified ent ent ate e

1. | Not Done Not Done Not Do | Not Do | Not Do Repeating

ne ne ne Pages
Page 42 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/10/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
Form Comments

eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

1. | What is the treatment Not Done Comments
Identifier?
[]
2. | Concomitant Non-drug Not Done Comments
Treatment Pre-specified:
3. | Treatment: Not Done Comments
4. | Treatment: Not Done Comments
[]
5. | Start Date: Not Done Comments
/!
6. | Ongoing? Not Done Comments
Page 43 of 528
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:52
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event: | POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained YES

for Potential COVID-19

Respiratory lliness Diagnosis:

[[Iness? [Common cold]
Date of Diagnosis:
Dec/10/2020
3. | Toxicity Grade: 1
Page 44 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

*** Confidential***

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Category of Clinica | Subcategory of Clinic | Diagnosis Obt | Toxicity G | Form Instanc
# .
| Event: al Event ained rade e
1. | Not Done Not Done Not Done Not Done Repeating
Pages
Page 45 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Form: ILLNESS DETAILS - SEVERE

Unscheduled Visit on Dec/10/2020
Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
Form Comments
eCRF Audit Trail History

[lIness Details
1. | Category of Clinical Event: | Not Done Comments
2. | Subcategory of Clinical Not Done Comments
Event:
3. [Was adiagnosis obtained? | Not Done Comments
4. | Toxicity Grade: Not Done Comments
Page 46 of 528
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Site No: 1195

Header Text: C4591001
Visit: POT_COVID_ILL 1

Subject No: 11951006

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Category f | Vendor | Collecti | Specime Form Instan
# or Lab Test | Name | on Date: | n Type Lab Result ce
1. | Not Done Not Do | Not Don | Not Don Sponsor -Defi Resul Repeating

ne e e ned Identifier | 1o | t: Pages
Not Done Not Not
Done | Done
Not Done Not | Not
Done | Done
Not Done Not | Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. |Lab Pandl: Not Done Comments
2. |Laboratory Name and Not Done Comments
Address
[]
3. | Collection Date: Not Done Comments
/!
4. | Specimen Type: Not Done Comments
Lab Result
5.a Sponsor 1D: Not Done Comments
[]
Test: C Reactive Protein_PX329
Result: Not Done Comments
[]
Not Done: Not Done Comments
Page 48 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
LNMT Not Done Comments
Low
[]
High
[]
Unit
5b Sponsor |D: Not Done Comments
[]
Test: Alanine Aminotransferase PX30
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 49 of 528
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5.C Sponsor 1D: Not Done Comments
[]
Test: Aspartate Aminotransferase PX28
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 50 of 528
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5d Sponsor 1D: Not Done Comments
[]
Test: Alkaline Phosphatase PX35
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 51 of 528
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Se Sponsor 1D: Not Done Comments
[]
Test: Bilirubin_PX21
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 52 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
S5t Sponsor 1D: Not Done Comments
[]
Test: Blood Urea Nitrogen_PX47
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 53 of 528
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
59 Sponsor 1D: Not Done Comments
[]
Test: Creatinine_PX48
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 54 of 528
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Site No: 1195

Header Text: C4591001
Visit: POT_COVID_ILL 1

Subject No: 11951006

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Category f | Vendor Nam | Collecti | Specim Form Insta
# |or LabTe | e(DERIVE |on Date | en Typ Lab Result
nce
st D) : e
1. |Not Done |Not Done Not Do | Not Do Sponsor-Def R Repeating
ne ne ined Identifi | Test: | 7 ° Pages
o :

Not Done Not [Not
Done | Done

Not Done Not | Not
Done | Done

Not Done Not | Not
Done | Done

Not Done Not | Not
Done | Done

Not Done Not [Not
Done | Done

Not Done Not [Not
Done | Done

Not Done Not [Not
Done | Done
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02

Site No: 1195

Subject No: 11951006

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
Category f | Vendor Nam | Collecti | Specim Form Insta
# |or LabTe | e(DERIVE |on Date | en Typ Lab Result
nce
st D) : e
Sponsor -Def
ined I dentifi | Test: le_s“
o :
Not Done Not [Not
Done | Done
Not Done Not [Not
Done | Done
Not Done Not | Not
Done | Done
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Form Comments
eCRF Audit Trail History
Laboratory Data Hematology
1. |Lab Pandl: Not Done Comments
2. |Laboratory Name and Not Done Comments
Address
[]
3. | Collection Date: Not Done Comments
I
4. | Specimen Type: Not Done Comments
Lab Result
5.a Sponsor 1D: Not Done Comments
[]
Test: Hemoglobin_PX1
Result: Not Done Comments
[]
Not Done; Not Done Comments
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING

Hematology
Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
LNMT Not Done Comments
Low
[]
High
[]
Unit
5b Sponsor |D: Not Done Comments
[]
Test: Hematocrit_ PX2
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 58 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5.C Sponsor 1D: Not Done Comments
[]
Test: Erythrocytes PX3
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5d Sponsor 1D: Not Done Comments
[]
Test: Platelets PX5
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Se Sponsor 1D: Not Done Comments
[]
Test: Leukocytes PX7
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
S5t Sponsor 1D: Not Done Comments
[]
Test: Neutrophils PX608
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
59 Sponsor 1D: Not Done Comments
[]
Test: Eosinophils_ PX609
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5h Sponsor 1D: Not Done Comments
[]
Test: Monocytes PX612
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Si Sponsor 1D: Not Done Comments
[]
Test: Basophils_PX610
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5] Sponsor 1D: Not Done Comments
[]
Test: Lymphocytes PX611
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID ILL 1
Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS- COVID

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
# Date: Vital Signs Details Form Instance
1. | Not Done Record Identifier: | Systolicc | Diastolic: Repeating Pages

Not Done

Not Done Not Done

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:59
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: VITAL SIGNS- COVID

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. |Date: Not Done Comments
I
Vital Signs Details
2.8 || Record Identifier: Not Done
1
Systolic: Not Done Comments
[]
Diastalic: Not Done Comments
[
Respiratory Rate in Not Done Comments
respirations/minute:
[]
Heart Ratein Not Done Comments
beats/minute:
[]
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR
Form Version: 10-Oct-2020 16:04
SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
# Date: Vital Signs Details Form Instance
1. | Not Done Record | dentifier: Oxygen Saturation Repeating Pages
Not Done Not Done
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:04
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. |Date: Not Done Comments
Il
Vital Signs Details
2.2 | Record Identifier: Not Done
1
SPO2 Pulse Oximetry % | Not Done Comments
[]
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: OXYGENATION PARAMETERS
Form Version: 06-Jul-2020 21:52

*** Confidential***

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date Timeof Asses | Arterial Blood Gases | FiO2 (Fraction of Inhaled
# Form Instance
sment Pa0O2 Oxygen)
1. | Not Done Not Done Not Done Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:52
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: OXYGENATION PARAMETERS

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Done Comments
/!
2. | Arterial Blood Gases PaO2 | Not Done Comments
(mmHg):
[]
3. | FiO2 (Fraction of Inhaled Not Done Comments
Oxygen):
[]
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS -

VASOPRESSORS

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
4 Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Start | Form Instan
ed Identifier M edication tions Pre-specified edication | Date ce
1. | Not Done Not Done Not Done Not Done |[NotD | Repesting
one Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/10/2020 VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: CONCOMITANT MEDICATIONS -

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
Form Comments

eCRF Audit Trail History

Concomitant M edications

1

Wheat is the medication
identifier?

Not Done

[]

Comments

Category:

Not Done

Comments

Concomitant Medications
Pre-specified:

Not Done

Comments

M edication:

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).

Not Done

[]

Comments

Start Date:

Not Done

I

Comments

Ongoing?

Not Done

Comments
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: IMAGING

Form Version: 06-Jul-2020 21:53

*** Confidential***

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date of Assessm | Location of Assess | Imaging Met | Overall Assessm
# Form Instance
ent ment hod ent
1. | Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1-

Form: IMAGING

Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
Form Comments
eCRF Audit Trail History

Imaging
1. | Date of Assessment: Not Done Comments
//
2. | Location of Assessment: Not Done Comments
3. | Type of Imaging Exam: Not Done Comments
4. | Assessment: Not Done Comments
Page 76 of 528
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Header Text: C4591001
Visit: POT_COVID _CONVA 1 -

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Unscheduled Visit on Jan/18/2021

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/18/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit: COVID_A1l

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 -

Form: ELECTRONIC SAMPLE TRACKING -

Unscheduled Visit on Jan/18/2021 IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Frozen, Verified
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Jan/18/2021
4. |1f no samplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID [BNS8KVT]
5b || sample 1D [BNSKVV]
5C || sample ID [BNLW70]
5d || sample ID [BNLW71]
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Header Text: C4591001

- New Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB Form: ELECTRONIC SAMPLE TRACKING - REPEAT

- New Unscheduled Visit

SWAB

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

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]
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Header Text: C4591001
Vigit: Logs

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

*** Confidential***

Page 81 of 528

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
AE Id Isthe Adverse Ev | Form Insta
# | Category | entifie | Adverse Event Start Date : :
] ent Still Ongoing nce
1. |ADVERS |1 Adenocarcinoma Pa | Dec/11/2020 | YES Repeating
E EVENT ncreas UNK:UNK Pages
2. |ADVERS |2 Liver cyst Jan/5/2021U | YES Repeating
E EVENT NK:UNK Pages
3. |ADVERS |3 Escherichiacoli sep | Jan/7/2021 U | NO Repeating
E EVENT Sis NK:UNK End Date Time: Pages
Jan/9/2021 UN
K:UNK
4. |ADVERS |4 Tachycardia Jan/21/2021 | NO Repeating
E EVENT UNK:UNK End Date Time: Pages
Jan/28/2021 U
NK:UNK
5. |ADVERS |5 leg oedema Feb/UNK/20 [NO Repeating
E EVENT 21 UNK:UN End Date Time: Pages
K
Feb/8/2021 UN
K:UNK
6. | ADVERS |6 Decubitus ulcer left | Feb/UNK/20 | YES Repeating
E EVENT heel 21 UNK:UN Pages
K

FDA-CBER-2021-5683-0946233
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Header Text: C4591001
Vigit: Logs

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
AE Id
# | Category | entifie | Adverse Event Start Date IstheAdverse_Ev Form Insta
] ent Still Ongoing nce
7. |ADVERS |7 post operative woun | Feb/11/2021 | NO Repeating
E EVENT d healing disturbanc | UNK:UNK End Date Time: Pages
e
Feb/16/2021 U
NK:UNK
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Frozen, Not Complete
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Adenocarcinoma Pancreas]
(If possible specify
diagnosis, not individual
symptoms)
4. | Start Date Time: Dec/11/2020 UNK:UNK
5. |Isthe adverse event still YES
ongoing?
6. | Toxicity Grade: 2
Page 83 of 528
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Frozen, Not Complete
SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

7. | Isthe adverse event YES

serious? Is this serious event associated with congenital anomaly or

birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.

_ _ Did this serious event result in death?
Fatal; Life-threatening; NO

Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical

Did this serious event require or prolong hospitalization?
YES

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

event (i.e. may jeopardize NO

subject and may require

medical/surgical Isthis serious event life threatening?
intervention to prevent NO

above outcomes).
Other medically important serious event

NO

8. |Isthisadverse event the NO
result of astudy Medication
Error?

If Yes, record the type of
medication error on the

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Medication Error Log.
9. [Isthisevent related to study | NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Was a Concomitant
Medication given?

NO

12.

Was a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

RECOVERING/RESOLVING

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[2020495786]

*** Confidential***
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Liver cyst]

(If possible specify

diagnosis, not individual

symptoms)
4. |Start Date Time: Jan/5/2021 UNK:UNK
5. |Isthe adverse event till YES

ongoing?
6. | Toxicity Grade: 1
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Isthe adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of a study Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[unknown]

10.

Latest Action Taken with
Study Treatment:

*** Confidential***

NOT APPLICABLE
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Form Version: 22-Apr-2020 21:02

SiteNo: 1195
Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

11

Was a Concomitant
Medication given?

NO

12.

Weas 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

[]
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Escherichiacoli sepsis]

(If possible specify

diagnosis, not individual

symptoms)
4. |Start Date Time: Jan/7/2021 UNK:UNK
5. |Isthe adverse event till NO

ongoing? End Date Time:

Jan/9/2021 UNK:UNK
6. | Toxicity Grade: 2
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Header Text: C4591001
Visit: Logs - Unscheduled
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SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Isthe adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of a study Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[unknown]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Frozen
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

11

Was a Concomitant
Medication given?

YES

12.

Weas a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Tachycardid]

(If possible specify

diagnosis, not individual

symptoms)
4. |Start Date Time: Jan/21/2021 UNK:UNK
5. |Isthe adverse event till NO

ongoing? End Date Time:

Jan/28/2021 UNK:UNK
6. | Toxicity Grade: 1
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Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Isthe adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of a study Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[unknown]

10.

Latest Action Taken with
Study Treatment:
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NOT APPLICABLE
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Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Frozen
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

11

Was a Concomitant
Medication given?

YES

12.

Weas a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [9]
3. | Adverse Event: [leg oedema]

(If possible specify

diagnosis, not individual

symptoms)
4. |Start Date Time: Feb/UNK/2021 UNK:UNK
5. |Isthe adverse event till NO

ongoing? End Date Time:

Feb/8/2021 UNK:UNK
6. | Toxicity Grade: 1
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Header Text: C4591001
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SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Isthe adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of a study Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[unknown]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Frozen
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

11

Was a Concomitant
Medication given?

YES

12.

Weas a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]

*** Confidential***
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Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [6]
3. | Adverse Event: [Decubitus ulcer left heel]
(If possible specify
diagnosis, not individual
symptoms)
4. |Start Date Time: Feb/UNK/2021 UNK:UNK
5. |Isthe adverse event till YES
ongoing?
6. | Toxicity Grade: 2
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Isthe adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of a study Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[unknown]

10.

Latest Action Taken with
Study Treatment:

*** Confidential***
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Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete

Form: ADVERSE EVENT REPORT

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
11. [ Was a Concomitant NO
Medication given?
12. | WasaNon-Drug Treatment | YES
given?
13. | What was the outcome of RECOVERING/RESOLVING

this adverse event?:

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [7]
3. | Adverse Event: [post operative wound healing disturbance]
(If possible specify
diagnosis, not individual
symptoms)
4. |Start Date Time: Feb/11/2021 UNK:UNK
5. |Isthe adverse event till NO
ongoing? End Date Time:
Feb/16/2021 UNK:UNK
6. | Toxicity Grade: 2
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Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
7. | Isthe adverse event YES
serious? Is this serious event associated with congenital anomaly or
birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.

_ _ Did this serious event result in death?
Fatal; Life-threatening; NO

Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical

Did this serious event require or prolong hospitalization?
YES

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

event (i.e. may jeopardize NO

subject and may require

medical/surgical Isthis serious event life threatening?
intervention to prevent NO

above outcomes).
Other medically important serious event

NO

8. |Isthisadverse event the NO
result of astudy Medication
Error?

If Yes, record the type of
medication error on the

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Medication Error Log.
9. |Isthisevent related to study | NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:

[due to surgery pancreatic Adenocarcinoma]
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Subject No: 11951006
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated Time (GMT): 29-Mar-2021 12:55

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Was a Concomitant
Medication given?

NO

12.

Was a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[2021153609)]

*** Confidential***
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Vigit: Logs Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54
SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
4 Categ | Medicatio | Start | Isthemedication erro | Study Medication | Form Instan
ory nError Date r Still Ongoing ErrorsAction ce
1 Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Medication Error
1. | Category:
2. |Medication Error (Typeof |[]
Medication Error):
3. | Start Date: I
4. |Isthe medication error still
ongoing?
5. | Latest Action Taken with
Study Treatment:
6. | Was a Concomitant
Medication given?
7. | Was aNon-Drug Treatment
given?
8. | Didthe Medication Error
cause the subject to be
discontinued from the
study?
9. | Wasthis medication error
associated with any adverse
events?
10. | Serious Adverse Event [
Number: For Pfizer Use
Only

*** Confidential***
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
4 Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Start | Form Instan
ed Identifier M edication tions Pre-specified edication | Date ce
1. Repeating
Pages
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Header Text: C4591001
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Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

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

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

Concomitant M edications

1. [ What is the medication
identifier?

[]

2. | Category:

3. | Concomitant M edications
Pre-specified:

4. | Medication:

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

[]

5. | Date:

I
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Header Text: C4591001
Visit: Logs
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Subject No: 11951006

Form: CONCOMITANT MEDICATIONS -

PROHIBITED

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
" Sponsor-Defi | Category for | Concomitant Medic hTSdeaﬁfo Dose Des | Form Instan
ned Identifier | Medication | ations Pre-specified N cription ce
1 Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS -
PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Concomitant Medications
1. | What isthe medication []
identifier?
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. |Medication: [
Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).
5. |Dose: [
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: Il
10. | Ongoing?
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Visit: Logs

Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
4 Categ | Treatment Ide | Con Non-Drug Treatments | Treatm | Start D | Form Instanc
ory ntifier Pre-specified ent ate e
1 Repeating
Pages
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Generated By:

(b) (4)

Form: RADIATION TREATMENT

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment
Identifier?

[]

Concomitant Non-drug

Treatment Pre-specified:

Treatment:

[]

Start Date:

I

Ongoing?
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Visit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1195

Subject No: 11951006

Form: TRANSFUSIONS

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
# Transfusion Type Date of Transfusion Form Instance
1. Repeating Pages
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1195

Subject No: 11951006
Generated By:

(b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

I

*** Confidential***
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Header Text: C4591001

Visit: Unplanned - New Unscheduled

Visit

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT

Form Status: Not Started

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit
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Header Text: C4591001

Visit: Unplanned - New Unschedul
Visit

Form Version: 22-Apr-2020 21:04
SiteNo: 1195

Subject No: 11951006

Generated By:
(b) (4)

ed Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Unplanned Assessments

1. | Assessments

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Date of Visit

1. [ Date of Visit 1l

2. | Erroneous Visit
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Header Text: C4591001

Unscheduled

Visit: Unplanned Vaccination -

Form Version: 20-Feb-2021 02:16

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Vital Signs

1. | Date: I

Vital Signs Details

Record Identifier:

Temperature:

[]

Unit:

Temperature Location:

*** Confidential***
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Header Text: C4591001
Visit: Unplanned Vaccination -

Form: VACCINATION

Unscheduled

Form Version: 10-Dec-2020 02:26 ~ Form Status. Not Started

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Vaccination

1. [Wasthere atemporary

delay of vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

©Cl® | Nl WD

Unit:

=
o

Timeframe Subject Was
Observed

[EY
[N

. | Was the subject observed

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

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Header Text: C4591001
Visit: Unplanned Vaccination -

Form Version: 10-Oct-2020 15:57

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Oct-2020 16:01
Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. [ Comments: []

Page 120 of 528

*** Confidential***
FDA-CBER-2021-5683-0946272




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Unscheduled

Visit: V201_SURVEIL_CONSENT -

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT

Form Status: Not Started

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Form: INFORMED CONSENT - ASYMPTOMATIC

Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

SURVEILLANCE

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: C4591001

Unscheduled

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Visit: V201_SURVEIL_CONSENT - Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY

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

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Form: ELECTRONIC SAMPLE TRACKING - NASAL

Unscheduled

SWAB

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

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]
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Header Text: C4591001

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

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

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Dec/1/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED

4. | Specify Status:

[]

*** Confidential***
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Header Text: C4591001

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

Unscheduled

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/25/2021

2. | Erroneous Visit
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Header Text: C4591001

Unscheduled

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

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

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

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2

*** Confidential***
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Header Text: C4591001

Visit: Follow-Up - Unscheduled

Form: DISPOSITION - FOLLOW-UP

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

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Disposition - Follow-Up

1. | Date of
Completion/Discontinuation
/Death :

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Header Text: C4591001

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

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

Form: TREATMENT UNBLINDED

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Jan/25/2021

2. | Primary Reason for
Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: C4591001

Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Withdrawal Of Consent

1. [ Withdrawal of Consent 1l
Date:
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Header Text: C4591001

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

Form: DEATH DETAILS CODED
Form Status: Not Started

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Death Details

1. | Date of Collection /
Notification of Death:

I

Cause of Death

2. Cause of Death Status:

Cause of Death:

[]

*** Confidential***
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Header Text: C4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1195

Subject No: 11951006

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP

2. | Subject Status Date Dec/1/2020
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Header Text: C4591001
Vigit: Investigator Signature -

Form: CASEBOOK SIGNATURE FORM

Unscheduled

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable

*** Confidential***
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM

Unscheduled

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Audit Trail

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

Name Signature Date Type Action
Meaning

Axel Approved Feb-22-2021 21:17:35 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb

Affidavit:

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

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

To this| do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:00

Form: INCLUSION/EXCLUSION CRITERIA -

Comments

Form Status. Data Complete, Locked, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb | () (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item |Date User Comment

Form | Oct-16-2020 13:28:19 (UTC+01:00) | (b) (4), Not Applicable

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified

(UTC+01:00) Sargjevo, Skopje,
Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item |Date User Comment

Form | Dec-10-2020 18:40:22 (b) (4), Not Done
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

1 Dec-10-2020 18:40:22 (UTC+01:00) |(b) (4). Not Done
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2 Dec-10-2020 18:40:22 (UTC+01:00) |(b) (4). Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

3 Dec-10-2020 18:40:22 (UTC+01:00) |(b) (4). Not Done
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Item | Date User Comment
4 Dec-10-2020 18:40:22 (UTC+01:00) |(b) (4). Not Done
Sargjevo, Skopje, Warsaw, Zagreb (®) (6)
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5 Dec-10-2020 18:40:22 (UTC+01:00) |(b) (4). Not Done
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

6 Dec-10-2020 18:40:22 (UTC+01:00) |(b) (4). Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Item | Date User Comment
7 Dec-10-2020 18:40:22 (UTC+01:00) |(b) (4). Not Done
Sargjevo, Skopje, Warsaw, Zagreb (®) (6)
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Item | Date User Comment
8 Dec-10-2020 18:40:22 (UTC+01:00) |(b) (4). Not Done
Sargjevo, Skopje, Warsaw, Zagreb (®) (6)
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Item | Date User Comment
9 Dec-10-2020 18:40:22 (UTC+01:00) |(b) (4). Not Done
Sargjevo, Skopje, Warsaw, Zagreb (®) (6)
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:53

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified

(UTC+01:00) Sargjevo, Skopje,
Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item |Date User Comment

Form | Dec-10-2020 18:42:33 (b) (4), Not Done
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: RESPIRATORY TREATMENT - Comments

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

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

1 Dec-10-2020 18:42:33 (UTC+01:00) |(b) (4), Not Done

Page 147 of 528

*** Confidential***

FDA-CBER-2021-5683-0946299




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Item | Date User Comment
2 Dec-10-2020 18:42:33 (UTC+01:00) |(b) (4), Not Done
Sargjevo, Skopje, Warsaw, Zagreb (®) (6)
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: RESPIRATORY TREATMENT - Comments

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

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

3 Dec-10-2020 18:42:33 (UTC+01:00) |(b) (4), Not Done
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

4 Dec-10-2020 18:42:33 (UTC+01:00) |(b) (4), Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: RESPIRATORY TREATMENT - Comments

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

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5 Dec-10-2020 18:42:33 (UTC+01:00) |(b) (4), Not Done
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

6 Dec-10-2020 18:42:33 (UTC+01:00) |(b) (4), Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 17-Jul-2020 21:55

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen, Verified

(UTC+01:00) Sargjevo, Skopje,
Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item |Date User Comment

Form | Dec-10-2020 18:44:05 (b) (4), Not Done
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: ILLNESS DETAILS - SEVERE - Comments

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Item | Date User Comment
1 Dec-10-2020 18:44:05 (UTC+01:00) |(b) (4), Not Done
Sargjevo, Skopje, Warsaw, Zagreb (®) (6)
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: ILLNESS DETAILS - SEVERE - Comments

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2 Dec-10-2020 18:44:05 (UTC+01:00) |(b) (4), Not Done
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: ILLNESS DETAILS - SEVERE - Comments

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

3 Dec-10-2020 18:44:05 (UTC+01:00) |(b) (4), Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: ILLNESS DETAILS - SEVERE - Comments

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

4 Dec-10-2020 18:44:05 (UTC+01:00) |(b) (4), Not Done
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Item |Date User Comment
Form | Dec-10-2020 18:44:29 (b) (4), Not Done
(UTC+01:00) Sarajevo, Skopje, (b) (6)
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

1 Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2 Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)
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Header Text: C4591001

Visit: POT_COVID ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

3 Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

4 Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.a |Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.a |Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.a |Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done
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FDA-CBER-2021-5683-0946317




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.a |Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)

Page 166 of 528

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.c | Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Page 171 of 528
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FDA-CBER-2021-5683-0946323
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.c | Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.c | Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.c | Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.d |Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.d |Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)
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5.f | Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)

Page 184 of 528

*** Confidential***
FDA-CBER-2021-5683-0946336




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.f | Dec-10-2020 18:44:29 (UTC+01:00) |(b) (4), Not Done

Page 185 of 528

*** Confidential***

FDA-CBER-2021-5683-0946337




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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Item | Date User Comment
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Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment
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(b) (4)

Back to Form
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(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
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Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment
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Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING
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Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment
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Hematology - Comments

Form Status: Data Complete, Frozen, Verified
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Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.e | Dec-10-2020 18:44:57 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)
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(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
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Site Name: (1195) Medizentrum Essen Borbeck
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Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
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Generated By: Generated Time (GMT): 29-Mar-2021 12:55
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Back to Form
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Back to Form
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Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Page 222 of 528

*** Confidential***
FDA-CBER-2021-5683-0946374




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING
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Form Status: Data Complete, Frozen, Verified
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(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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Hematology - Comments
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Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment
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Form Status: Data Complete, Frozen, Verified
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(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
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Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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(b) (4)

Back to Form
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Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.h | Dec-10-2020 18:44:57 (UTC+01:00) |(b) (4), Not Done

Page 227 of 528

*** Confidential***

FDA-CBER-2021-5683-0946379




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - Comments
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Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment
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Hematology - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
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Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Page 230 of 528

*** Confidential***
FDA-CBER-2021-5683-0946382




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
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Form: LOCAL LABORATORY DATA - REPEATING
Hematology - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

5.i | Dec-10-2020 18:44:57 (UTC+01:00) |(b) (4), Not Done

Page 231 of 528

*** Confidential***

FDA-CBER-2021-5683-0946383




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - Comments

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
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Back to Form
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

1 Dec-10-2020 18:45:28 (UTC+01:00) |(b) (4), Not Done

Page 237 of 528

*** Confidential***

FDA-CBER-2021-5683-0946389




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:59
Site No: 1195

Subject No: 11951006

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2.a |Dec-10-2020 18:45:28 (UTC+01:00) |(b) (4). Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)

Page 238 of 528
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2.a |Dec-10-2020 18:45:28 (UTC+01:00) |(b) (4). Not Done

Page 239 of 528

*** Confidential***

FDA-CBER-2021-5683-0946391
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:59
Site No: 1195

Subject No: 11951006

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2.a |Dec-10-2020 18:45:28 (UTC+01:00) |(b) (4). Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)

Page 240 of 528
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS - COVID - Comments

Form Status: Data Complete, Frozen, Verified

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2.a |Dec-10-2020 18:45:28 (UTC+01:00) |(b) (4). Not Done

Page 241 of 528

*** Confidential***

FDA-CBER-2021-5683-0946393
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:04

Form: VITAL SIGNS - PULSE OX ROOM AIR -

Comments

Form Status: Data Complete, Frozen, Verified

(UTC+01:00) Sargjevo, Skopje,
Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item |Date User Comment

Form | Dec-10-2020 18:46:01 (b) (4), Not Done

Page 242 of 528

*** Confidential***
FDA-CBER-2021-5683-0946394
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Form: VITAL SIGNS - PULSE OX ROOM AIR -
Unscheduled Visit on Dec/10/2020 Comments

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Item | Date User Comment
1 Dec-10-2020 18:46:01 (UTC+01:00) |(b) (4), Not Done
Sargjevo, Skopje, Warsaw, Zagreb (®) (6)
Page 243 of 528
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:04
Site No: 1195

Form: VITAL SIGNS - PULSE OX ROOM AIR -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2.a |Dec-10-2020 18:46:01 (UTC+01:00) |(b) (4). Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)

Page 244 of 528

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:52

Form: OXY GENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
Item |Date User Comment
Form | Dec-10-2020 18:46:21 (b) (4), Not Done

(UTC+01:00) Sargjevo, Skopje, (0) (6)

Warsaw, Zagreb

Page 245 of 528
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Header Text: C4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/10/2020

Form Version: 06-Jul-2020 21:52

Form: OXY GENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

1 Dec-10-2020 18:46:21 (UTC+01:00) |(b) (4), Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Page 246 of 528

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1- Form: OXY GENATION PARAMETERS - Comments
Unscheduled Visit on Dec/10/2020

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2 Dec-10-2020 18:46:21 (UTC+01:00) |(b) (4), Not Done

Sarajevo, Skopje, Warsaw, Zagreb | (0)(6)

Page 247 of 528

*** Confidential***
FDA-CBER-2021-5683-0946399
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Header Text: C4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/10/2020

Form Version: 06-Jul-2020 21:52

Form: OXY GENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Item | Date User Comment
3 Dec-10-2020 18:46:21 (UTC+01:00) |(b) (4), Not Done
Sargjevo, Skopje, Warsaw, Zagreb (®) (6)
Page 248 of 528
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - Comments

Form Status: Data Complete, Frozen, Verified

(UTC+01:00) Sargjevo, Skopje,
Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item |Date User Comment

Form | Dec-10-2020 18:46:41 (b) (4), Not Done

Page 249 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Form: CONCOMITANT MEDICATIONS -

Unscheduled Visit on Dec/10/2020 VASOPRESSORS - Comments
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

1 Dec-10-2020 18:46:41 (UTC+01:00) |(b) (4), Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Page 250 of 528

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Form: CONCOMITANT MEDICATIONS -
Unscheduled Visit on Dec/10/2020 VA SOPRESSORS - Comments

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

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2 Dec-10-2020 18:46:41 (UTC+01:00) |(b) (4), Not Done

Page 251 of 528

*** Confidential***

FDA-CBER-2021-5683-0946403
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Form: CONCOMITANT MEDICATIONS -

Unscheduled Visit on Dec/10/2020 VASOPRESSORS - Comments
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

3 Dec-10-2020 18:46:41 (UTC+01:00) |(b) (4), Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Page 252 of 528

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Form: CONCOMITANT MEDICATIONS -
Unscheduled Visit on Dec/10/2020 VA SOPRESSORS - Comments

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

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

4 Dec-10-2020 18:46:41 (UTC+01:00) |(b) (4), Not Done

Page 253 of 528

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Form: CONCOMITANT MEDICATIONS -

Unscheduled Visit on Dec/10/2020 VASOPRESSORS - Comments
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Item | Date User Comment
5 Dec-10-2020 18:46:41 (UTC+01:00) |(b) (4), Not Done
Sargjevo, Skopje, Warsaw, Zagreb (®) (6)
Page 254 of 528
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Form: CONCOMITANT MEDICATIONS -
Unscheduled Visit on Dec/10/2020 VA SOPRESSORS - Comments

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

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

6 Dec-10-2020 18:46:41 (UTC+01:00) |(b) (4), Not Done

Page 255 of 528

*** Confidential***

FDA-CBER-2021-5683-0946407
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:53

Form: IMAGING - Comments

Form Status: Data Complete, Frozen, Verified

(UTC+01:00) Sargjevo, Skopje,
Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item |Date User Comment

Form | Dec-10-2020 18:47:07 (b) (4), Not Done

Page 256 of 528

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: IMAGING - Comments

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

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

1 Dec-10-2020 18:47:07 (UTC+01:00) |(b) (4), Not Done

Page 257 of 528

*** Confidential***

FDA-CBER-2021-5683-0946409
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: IMAGING - Comments

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

2 Dec-10-2020 18:47:07 (UTC+01:00) |(b) (4), Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Page 258 of 528

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: IMAGING - Comments

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

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

3 Dec-10-2020 18:47:07 (UTC+01:00) |(b) (4), Not Done

Page 259 of 528

*** Confidential***

FDA-CBER-2021-5683-0946411
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020

Form: IMAGING - Comments

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

Item | Date User Comment

4 Dec-10-2020 18:47:07 (UTC+01:00) |(b) (4), Not Done

Sargjevo, Skopje, Warsaw, Zagreb

(b) (6)

Page 260 of 528
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Header Text: C4591001

Vigit: Investigator Signature -
Unscheduled

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form Version: 22-Apr-2020 21.04

Form: CASEBOOK SIGNATURE FORM - Signature

History

Form Status: Data Complete, Signed, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

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

subject.

signature.

e CRF_Sign

Name Signature Date Type Action
M eaning

Axel Approved Feb-22-2021 21:17:35 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb

Affidavit:

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

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

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

Submit bel ow.
(b) (6) N/A Feb-18-2021 10:28:38 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Feb-16-2021 14:00:09 (UTC+01:00) | BOOK Signed
Schaefer Sargjevo, Skopje, Warsaw, Zagreb

*** Confidential***
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FDA-CBER-2021-5683-0946413




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Feb-12-2021 13:03:55 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Feb-11-2021 21:04:30 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb

Page 262 of 528

*** Confidential***
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Feb-09-2021 11:37:45 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Feb-02-2021 17:57:23 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb

Page 263 of 528
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Feb-02-2021 15:56:57 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Jan-28-2021 18:35:10 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb

Page 264 of 528
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Jan-28-2021 14:34:08 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Jan-25-2021 20:46:51 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Jan-25-2021 16:31:21 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Jan-19-2021 16:30:26 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Jan-19-2021 12:01:10 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Jan-18-2021 22:19:01 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Jan-15-2021 07:43:51 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Dec-23-2020 20:59:27 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Dec-21-2020 11:46:04 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Dec-21-2020 11:12:48 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Dec-18-2020 12:42:48 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Dec-17-2020 21:50:46 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Dec-17-2020 12:47:05 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Dec-16-2020 11:38:40 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Dec-14-2020 18:30:23 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Dec-14-2020 16:31:48 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Dec-14-2020 10:21:30 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved | Dec-11-2020 14:41:10 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Dec-10-2020 18:39:02 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Dec-02-2020 16:49:49 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Dec-02-2020 14:06:46 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Dec-02-2020 10:55:02 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Dec-01-2020 13:35:19 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Nov-08-2020 14:04:36 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Nov-05-2020 14:26:04 (UTC+01:00) Edit - All
Sargjevo, Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Axel Approved Nov-03-2020 19:36:36 (UTC+01:00) | BOOK Signed

Schaefer Sargjevo, Skopje, Warsaw, Zagreb
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Header Text: C4591001

Vigit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21.04
Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Status: Data Complete, Signed, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Affidavit:

By my dated signature below, |, Axel Schaefer, verify that al case report form pages accurately

display the results of the examinati
subject.

ons, tests, evaluations and treatments performed on this

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

signature.

To this| do attest by supplying my
Submit below.

user name and password and clicking the button marked
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Header Text: C4591001

Visit: COHORT_SELECTION

Form Version: 10-Oct-2020 16:01

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

History

Form: COHORT SELECTION - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:32:27 o 6 08 SEP 2020

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

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

Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:32:27 Ry STAGE 3 COHO

(UTC+01:00) RTS

Sargevo, Skopje,

Warsaw, Zagreb

*** Confidential***
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Header Text: C4591001

Visit: COHORT_SELECTION

Form Version: 22-Apr-2020 21:02

Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form
1. Consent Was:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
18:32:38 Ry OBTAINED
(UTC+01:00) Date Written Co
Sargevo, Skopje, nsent Obtained
Warsaw, Zagreb

Oct/15/2020
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Header Text: C4591001
Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54

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

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form
1. Subject ID
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc | DataEntry: Item copied
18:32:14 (autocalc) | 11951006 from previous
(UTC+01:00) form
Sargjevo, Skopje,
Warsaw, Zagreb
2. Birth Date:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 | autocalc | Data Entry: Enrollment
18:32:10 (autocalc) | UNK/UNK/1946 Entry
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
3. Sex:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:32:53 o 6 MALE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4. Ethnicity:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54

Site No: 1195

Subject No: 11951006

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

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:32:53 Ry NOT HISPANIC
(UTC+01:00) OR LATINO(A)
Sargjevo, Skopje, OR OF SPANISH
Warsaw, Zagreb ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:32:53 Ay WHITE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:02

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
18:33:18 o 6 Oct/15/2020
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

History

Form: DISPOSITION - SCREENING - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
18:33:31 Ry Oct/15/2020
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:33:31 (autocalc) | SCREENING
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
3. Status:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:33:31 o 6 COMPLETED
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form
la
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:34:13 (autocalc) | LineMH N 1
(UTC+01:00) umber:
Sargjevo, Skopje, Medical His Hyperte
Warsaw, Zagreb tory Term: nsion

Start Date:  UNK/U

NK/199
0

Ongoing:  YES
l.aLine/MH Number:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:34:13 (autocalc) |1
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

- (@), -

18:34:13 (b) (6) Hypertension
(UTC+01:00)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Sargevo, Skopje,
Warsaw, Zagreb

1.a Start Date:

Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:34:13 Ay UNK/UNK/1990

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

1.a Ongoing:

Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:34:13 o 6 YES

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: HIV STATUS - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:57  Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form
1. Select appropriate response - What isthe subject HIV status?
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:34:24 o 6 The subject is NO
(UTC+01:00) T known to be HI
Sargjevo, Skopje, V POSITIVE
Warsaw, Zagreb
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L
History

Form Version: 10-Oct-2020 16:04

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Date:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
18:35:14 Ry Oct/15/2020
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Weight:
Date L ocation User Value Reason
Nov-05-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription
14:26:04 102.3 Error
(UTC+01:00)
Sargjevo,
Skopje, Warsaw,
Zagreb
Oct-15-2020 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
18:35:14 Ry 102.0
(UTC+01:00)
Sargjevo,
Skopje, Warsaw,
Zagreb
3. Unit:
Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04

Site No: 1195

Subject No: 11951006

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Oct-15-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
18:35:14 () (6) kg
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4. Height:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:35:14 o 6 172.0
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5. Unit:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
= 4,
18:35:14 cm
(b) (6
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
6. Body Mass | ndex:
Date L ocation User Value Reason
Nov-05-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription
14:26:04 (autocalc) |34.6 Error
(UTC+01:00)
Sargevo, Skopje,
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04

Site No: 1195

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Warsaw, Zagreb
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:35:14 (autocalc) |34.5
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
7.a
Date L ocation User Value Reason
Oct-18-2020 ACVOPFEINFPE000 |/ (b) Data Entry: Transcription
09:14:05 (tf)4 %’6 Record 1 Error
(UTC+01:00) | dentifi
Sargjevo, er::
Skopje, Warsaw, Temper 36.0
Zagrep ature:
Temper C
atureU
nit:
Temper ORA
atureL L CA
ocation: VITY
Oct-15-2020 ACVOPFEINFPE000 |/ (b) Data Entry: Transcription
18:36:28 (tf;' %’6 Record 1 Error
(UTC+01:00) | dentifi
Sargjevo, er::
Skopje, Warsaw, Temper 36.2
Zagreb ature:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04

Site No: 1195

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Temper C
atureU
nit:
Temper ORA
atureL L CA
ocation: VITY
Oct-15-2020 ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
18:35:14 (b()4 %’6 Record 1
(UTC+01:00) | dentifi
Sargjevo, er::
Skopje, Warsaw, Temper 36.0
Zagreb ature:
Temper C
atureU
nit:
Temper ORA
atureL L CA
ocation: VITY
7.a Record I dentifier:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:35:14 @, 1
(b) (6
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04

Site No: 1195

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
7.a Temperature:
Date L ocation User Value Reason
Oct-19-2020 ACVOPFEINFP6000 | (b) (4), Query 2: Closed | Response
06:39:45 (0)46) satisfies query
(UTC+01:00)
Sargjevo,
Skopje, Warsaw,
Zagreb
Oct-18-2020 ACVOPFEINFPE000 |/ (b) Query 2: Answe | entered value
09:14:30 (b()4 %’6 red is correct.
(UTC+01:00)
Sargjevo,
Skopje, Warsaw,
Zagreb
Oct-18-2020 ACVOPFEINFP6000 | auto query Query 2: Opene | Temperature
09:14:05 (autoquery) d 36 Cisoutside
(UTC+01:00) of Normal
Sargjevo, Range 36.1 -
Skopje, Warsaw, 37.5C.
Zagreb
Oct-18-2020 ACVOPFEINFPE000 |/ (b) Data Entry: Transcription
09:14:05 @) 36.0 Error

(b) (6)

(UTC+01:00)
Sargjevo,
Skopje, Warsaw,
Zagreb
Oct-15-2020 ACVOPFEINFP6000 |auto query Query 1: Closed | Close Auto
18:36:28 (autoquery) Query
(UTC+01:00)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS- BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Sargjevo,
Skopje, Warsaw,
Zagreb

Oct-15-2020 ACVOPFEINFPE000 |/ (b) Data Entry: Transcription
18:36:28 (tf)4 %’6 36.2 Error
(UTC+01:00)

Sargjevo,
Skopje, Warsaw,
Zagreb

Oct-15-2020 ACVOPFEINFP6000 | auto query Query 1: Opene | Temperature
18:35:14 (autoquery) d 36 Cisoutside
(UTC+01:00) of Normal
Sargjevo, Range 36.1 -
Skopje, Warsaw, 37.5C.

Zagreb

Oct-15-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry

18:35:14 (. 36.0
(b) (6

(UTC+01:00)

Sargjevo,

Skopje, Warsaw,

Zagreb

7.a Unit;

Date L ocation User Value Reason

Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
. . (4)1
18:35:14 C
(b) (6
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
7.a Temperature Location:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:35:14 Ay ORAL CAVITY
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Randomization Date:

Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:35:33 o 6 Oct/15/2020

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

2. Randomization Number:

Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:35:33 o 6 269493

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Data Origin
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:35:50 (autocalc) |SITE
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Sample Type
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:35:50 (autocalc) | SERUM
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
3. Sample Collected?
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |auto query Query 1: Delete | Close Auto
19:27:41 (autoquery) d Query
(UTC+01:00)
Sargjevo,
Skopje, Warsaw,
Zagreb
Oct-15-2020 ACVOPFEINFP6000 |auto query Query 1: Candid |'Sample
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

18:35:50 (autoquery) ate Collected? is

(UTC+01:00) Yes, however

Sargjevo, no barcodes

Skopje, Warsaw, are entered.

Zagreb Please review
and correct as
appropriate.

Oct-15-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry

18:35:50 o ) YES

(UTC+01:00) Date of Collect

Sargjevo, ion:

Skopje, Warsaw,

Zagreb Oct/15/2020

5.a

Date L ocation User Value Reason

Oct-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

19:27:41 RIS Sample! BNMD

(UTC+01:00) D: DZ

Sargjevo, Skopje,

Warsaw, Zagreb

5.a Sample D

Date L ocation User Value Reason

Oct-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

19:27:41 (b) (6) BNMDDZ

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5b
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:28:10 (b) (6) Sample! BNMD
(UTC+01:00) D: FO
Sargjevo, Skopje,
Warsaw, Zagreb
5.b Sample D
Date Location User Value Reason
Oct-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:28:10 (b) (6) BNMDFO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:28:46 (b) (6) Sample! BNSWT
(UTC+01:00) D: Y
Sargjevo, Skopje,
Warsaw, Zagreb

Page 298 of 528

*** Confidential***
FDA-CBER-2021-5683-0946450




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5.c Sample D
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:28:46 () BNSWTY
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.d
Date Location User Value Reason
Oct-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:28:57 (b) (6) Samplel BNSWT
(UTC+01:00) D: z
Sargjevo, Skopje,
Warsaw, Zagreb
5.d Sample D
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:28:57 (b) (6) BNSWTZ
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1195
Subject No: 11951006

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Data Origin
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:36:02 (autocalc) |SITE
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Sample Type
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:36:02 (autocalc) [ NASAL_SWAB
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb

3. Sample Collected?

Date L ocation User Value Reason

Oct-15-2020 ACVOPFEINFP6000 |auto query Query 1: Delete | Close Auto

19:29:12 (autoquery) d Query

(UTC+01:00)

Sargjevo,

Skopje, Warsaw,

Zagreb

Oct-15-2020 ACVOPFEINFP6000 |auto query Query 1: Candid |'Sample
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Site No: 1195

Form Version: 22-Apr-2020 21:03

Subject No: 11951006

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

18:36:02 (autoquery) ate Collected? is

(UTC+01:00) Yes, however

Sargjevo, no barcodes

Skopje, Warsaw, are entered.

Zagreb Please review
and correct as
appropriate.

Oct-15-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry

18:36:02 o ) YES

(UTC+01:00) Date of Collect

Sargjevo, ion:

Skopje, Warsaw,

Zagreb Oct/15/2020

5.a

Date L ocation User Value Reason

Oct-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:20:12 (b) (6) Sample! BNSWT

(UTC+01:00) D: R

Sargjevo, Skopje,

Warsaw, Zagreb

5.a Sample D

Date L ocation User Value Reason

Oct-15-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

19:29:12 (b) (6) BNSWTR

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001

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

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
. @,
18:36:56 NO
(b) (6)
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2. Treatment Name
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:36:56 (autocalc) | BLINDED THERAPY
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
3. Formulation:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:36:56 (autocalc) [INJECTION
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4. Dose Date Time:
Date L ocation User Value Reason
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Site No: 1195

Subject No: 11951006

Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

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

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:36:56 Ry Oct/15/2020 12:5
(UTC+01:00) 6
Sargevo, Skopje,
Warsaw, Zagreb
5. Anatomical Location:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:36:56 (autocalc) | DELTOID MUSCLE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
6. Body Side:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:36:56 o 6 LEFT
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
7. Route:
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:36:56 (autocalc) [ INTRAMUSCULAR
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

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

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

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
10. Timeframe Subject Was Observed
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:36:56 (autocalc) | THE PROTOCOL SPE
(UTC+01:00) CIFIED OBSERVATIO
Sargjevo, Skopje, N PERIOD
Warsaw, Zagreb

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

Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
18:36:56 @) YES
(b) (6)

(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: REACTOGENICITY DIARY - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Select appropriate response - Reactogenicity diary collection
Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
18:37:13 Ry YES- REACTO
(UTC+01:00) GENICITY E-DI
Sargevo, Skopje, ARY COLLECT
Warsaw, Zagreb ED FORTHIS S
UBJECT
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
11:27:26 o 6 Nov/3/2020

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001

Vist: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry
11:31:57 o 6 NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.a
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry
11:31:57 o 6 Symptom::  F
(UTC+01:00) E
Sargjevo, Skopje, \V;
Warsaw, Zagreb E
R
Werefever o N
r systemicsy O
mptoms pres
ent on thelas
t day the Sub
ject Diary wa
scompleted?

2.a Symptom:
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:03

Site No: 1195

Subject No: 11951006

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

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
11:31:57 @, FEVER

(b) (6)

(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry
21 (4),
11:31:57 () (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2b
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
11:31:57 (b) (6 Symptom:: FA
(UTC+01:00) TI
Sargjevo, Skopje, G
Warsaw, Zagreb U
E
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Header Text: C4591001
Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History
Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Werefever o N
r systemicsy O
mptoms pres
ent on thelas
t day the Sub
ject Diary w
as completed
?
2.b Symptom:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry
11:31:57 o ) FATIGUE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:31:57 @ NO
(b) (6
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.Cc
Date L ocation User Value Reason
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Header Text: C4591001

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History
Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
11:31:57 (b) (’6) &/mptom: : H
(UTC+01:00) E
Sargjevo, Skopje, A
Warsaw, Zagreb D
A
C
H
E
Werefever o N
r systemicsy O
mptoms pre
sent on thel
ast day the S
ubject Diary
was complet
ed?:
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Header Text: C4591001

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

2.c Symptom:

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

11:31:57 o ) HEADACHE

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
1. (4),
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2d
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
11:31:57 (b) (’6 &/mptom: . C
(UTC+01:00) HI
Sargjevo, Skopje, L
Warsaw, Zagreb L
S
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Header Text: C4591001

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History
Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Werefever o N

r systemicsy O

mptoms pres

ent on thelas

t day the Sub

ject Diary w

as completed

?
2.d Symptom:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry
11:31:57 e CHILLS

(b) (6)

(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
2. @,
11:31:57 NO
(b) (6
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.e
Date L ocation User Value Reason
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Site No: 1195

Form Version: 10-Oct-2020 16:03

Subject No: 11951006

Header Text: C4591001
Visit: V2_VAX2_ L

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
11:31:57 (b) (,6) Symptom:: V
(UTC+01:00) 0]
Sargjevo, Skopje, MI
Warsaw, Zagreb TI
N
G
Werefever N
or systemic O
symptoms p
resent on th
elast day th
e Subject Di
ary was com
pleted?:
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Header Text: C4591001
Visit: V2_VAX2_ L

Form Version: 10-Oct-2020 16:03

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

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
2.e Symptom:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
11:31:57 o ) VOMITING
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
1. (4),
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2f
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
11:31:57 (b) (’6 &/mptom: . Dl
(UTC+01:00) A
Sargjevo, Skopje, R
Warsaw, Zagreb R
H
E
A
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Header Text: C4591001
Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History
Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Werefever o N
r systemicsy O
mptoms pres
ent on thela
st day the Su
bject Diary
was complet
ed?:
2.f Symptom:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry
11:31:57 o ) DIARRHEA
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
2. @,
11:31:57 NO
(b) (6
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
29
Date L ocation User Value Reason

Page 315 of 528

*** Confidential***
FDA-CBER-2021-5683-0946467




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:03

Site No: 1195

Subject No: 11951006

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

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
11:31:57 (b) (’6) Symptom NEW
(UTC+01:00) . OR
Sargjevo, Skopje, WOR
Warsaw, Zagreb SEN
ED
MUS
CLE
PAIN
Werefeve NO
r or syste
mic sympt
oms prese
nt on thel
ast day th
e Subj ect
Diary was
completed
2
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Header Text: C4591001
Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History
Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
2.9 Symptom:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:31:57 o ) NEW OR WORS
(UTC+01:00) ENED MUSCLE
Sargjevo, Skopje, PAIN
Warsaw, Zagreb
2.9 Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
21 4,

(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.h
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
11:31:57 (b) (’6 Symptom: NEW
(UTC+01:00) . OR
Sargjevo, Skopje, WO
Warsaw, Zagreb RSE

NED

JOIN

TPA

IN
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:03

Site No: 1195

Subject No: 11951006

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

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Werefeve NO
r or syste
mic sympt
oms prese
nt on thel
ast day th
e Subj ect
Diary was
completed
2
2.h Symptom:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry
11:31:57 o) 6 NEW OR WORS
(UTC+01:00) ENED JOINT PA
Sargjevo, Skopje, IN
Warsaw, Zagreb

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
21 (@),
11:31:57 NO
(b) (6)
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

3. Injection Site Location:
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:03

Site No: 1195

Subject No: 11951006

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

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:31:57 (autocalc) | DELTOID MUSCLE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4. Injection Site Body Side:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry
11:31:57 o 6 LEFT
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.a
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
11:31:57 (b) (6 Injection Sit R
(UTC+01:00) eReaction:: E
Sargjevo, Skopje, D
Warsaw, Zagreb N

ES

S
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:03

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated Time (GMT): 29-Mar-2021 12:55

Wereinjecti N
on sitereacti O

ons present
onthelast d
ay the Subje
ct Diary was
completed?:
5.alnjection Site Reaction:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
11:31:57 A REDNESS
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
11:31:57 @, NO

(b) (6
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.b
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP000 | (D) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: C4591001
Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History
Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
11:31:57 (b) (4), (b) (6) Injection Sit S
(UTC+01:00) e Reaction:: W
Sargjevo, Skopje, EL
Warsaw, Zagreb LI
NG

Wereinjecti NO

on sitereact

ions present

on thelast d

ay the Subje

ct Diary was

completed?:

5.b Injection Site Reaction:

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
11:31:57 A SWELLING

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
11:31:57 . NO

(b) (6
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: V2_VAX2_ L

Form Version: 10-Oct-2020 16:03

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

History

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5.c
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
11:31:57 (b) (6) Injection S PAI
(UTC+01:00) ite Reactio N A
Sargjevo, Skopje, n:: TI
Warsaw, Zagreb NJE
CTI
ON
SIT
E
Wereinjec NO
tion sitere
actionspre
sent on the
last day th
e Subject
Diary was
completed
?
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:03

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

History

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
5.c Injection Site Reaction:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:31:57 o ) PAIN AT INJECT
(UTC+01:00) ION SITE
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
1. (4),
11:31:57 NO
(b) (6)
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01

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

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Date:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry
11:32:18 o 6 Nov/3/2020
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.a
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
(UTC+01:00) dentifier:
Sargjevo, Skopje, :
Warsaw, Zagreb Tempera 36.1
ture
Tempera C
ture Unit
Tempera ORAL
tureLoc CAVI
ation:: TY
2.a Record I dentifier:
Date L ocation User Value Reason
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Header Text: C4591001
Visit: V2 VAX2 L
Form Version: 10-Oct-2020 16:01

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

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
.29 (4),

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

2.a Temperature:

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

11:32:18 Ay 36.1

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

2.a Unit:

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
.29 (4),

11:32:18 (b) (6 C

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

2.a Temperature Location:

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry

11:32:18 o 6 ORAL CAVITY

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03
SiteNo: 1195
Subject No: 11951006

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Data Origin
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:32:31 (autocalc) |SITE
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Sample Type
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:32:31 (autocalc) [ NASAL_SWAB
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb

3. Sample Collected?

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |auto query Query 1: Delete | Close Auto
11:33:14 (autoquery) d Query
(UTC+01:00)

Sargjevo,

Skopje, Warsaw,

Zagreb

Nov-03-2020 ACVOPFEINFP6000 |auto query Query 1: Candid |'Sample
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

11:32:31 (autoquery) ate Collected? is

(UTC+01:00) Yes, however

Sargjevo, no barcodes

Skopje, Warsaw, are entered.

Zagreb Please review
and correct as
appropriate.

Nov-03-2020 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry

11:32:31 o ) YES

(UTC+01:00) Date of Collect

Sargjevo, ion:

Skopje, Warsaw,

Zagreb Nov/3/2020

5.a

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry

11:33:14 (b) (é Sample| BN86

(UTC+01:00) D: D4

Sargjevo, Skopje,

Warsaw, Zagreb

5.a Sample D

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry

11:33:14 o 6 BN86D4

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | () Data Entry: Initial Entry
13:29:14 @) NO
(b) (6)
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2. Treatment Name
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:29:14 (autocalc) | BLINDED THERAPY
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
3. Formulation:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:29:14 (autocalc) [ INJECTION
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4. Dose Date Time:
Date L ocation User Value Reason
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Site No: 1195

Form Version: 22-Apr-2020 21:04

Subject No: 11951006

Header Text: C4591001
Visit: V2_VAX2_ L

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
13:29:14 Ry Nov/3/2020 11:45
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
5. Anatomical Location:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:29:14 (autocalc) | DELTOID MUSCLE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
6. Body Side:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
13:29:14 o 6 LEFT
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
7. Route:
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:29:14 (autocalc) [ INTRAMUSCULAR
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: V2_VAX2_ L

Form: VACCINATION - eCRF Audit Trail History

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

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
10. Timeframe Subject Was Observed
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:29:14 (autocalc) | THE PROTOCOL SPE
(UTC+01:00) CIFIED OBSERVATIO
Sargjevo, Skopje, N PERIOD
Warsaw, Zagreb

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

investigational product administration?

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
13:29:14 @) YES
(b) (6)

(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Dec-03-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response

06:01:13 satisfies query

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Dec-02-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answere | Changed data

14:07:02 d per query

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Dec-02-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened DM: The

13:49:41 treatment

(UTC+01:00) period is

Sargjevo, Skopje, defined as 1st

Warsaw, Zagreb vaccination
visit through
the 1-month
post
vaccination
visit after the
2nd
vaccination.
Please
complete
treatment
disposition
CRF and
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Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2 L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02
SiteNo: 1195
Subject No: 11951006

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

update date of
EOT to match
date of visit at
visit 3.

Dec-01-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

13:35:19 Dec/1/2020

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Were medicationsto treat fever/pain given on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.a
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (®) (6) Symptom::  F
(UTC+01:00) E
Sargjevo, Skopje, \Y;
Warsaw, Zagreb E
R

Werefever or s N

ystemic sympto O

ms present on t

he last day the

Subject Diary

was completed

?.
2.a Symptom:
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Header Text: C4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 10-Oct-2020 16:03

Site No: 1195

Subject No: 11951006

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) FEVER
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2b
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) Symptom::  FA
(UTC+01:00) TI
Sargjevo, Skopje, G
Warsaw, Zagreb U

E

Page 334 of 528

*** Confidential***
FDA-CBER-2021-5683-0946486




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195

Form Version: 10-Oct-2020 16:03

Subject No: 11951006

Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Werefever or sN
ystemic sympt O
oms present on
thelast day the
Subject Diary
was completed
?:
2.b Symptom:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) FATIGUE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

2.c

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 |®) 3. ®) () | pata Entry: Initial Entry

*** Confidential***

Page 335 of 528

FDA-CBER-2021-5683-0946487




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
13:35:40 (b) (4), Symptom:: HE
(UTC+01:00) (b) (6) A
Sargjevo, Skopje, D
Warsaw, Zagreb AC
HE

Werefever or N

systemic symp O

toms present o

n thelast day t

he Subject Dia

ry was comple

ted?:
2.c Symptom:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 () HEADACHE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Form Version: 10-Oct-2020 16:03

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
2d
Date L ocation User Value Reason
Dec-02-2020 ACVOPFEINFP6000 ((2)) Data Entry: Initial Entry
08:12:12 (b) ('6) Symptom:: C
(UTC+01:00) HI
Sargjevo, Skopje, L
Warsaw, Zagreb L
S

Werefever o N

r systemicsy O

mptoms pres

ent on thelas

t day the Sub

ject Diary w

as completed

?
Dec-01-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
13:35:40 Symptom:: C
(UTC+01:00) HI
Sargjevo, Skopje, L
Warsaw, Zagreb L

S
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Header Text: C4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 10-Oct-2020 16:03

Site No: 1195

Subject No: 11951006

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Werefever o
r systemic sy
mptoms pres
ent on thelas
t day the Sub
ject Diary w
as completed
?:
2.d Symptom:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) CHILLS
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Dec-02-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
08:12:12 @ NO
(b) (6

(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.e
Date L ocation User Value Reason
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Site No: 1195

Form Version: 10-Oct-2020 16:03

Subject No: 11951006

Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-01-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) Symptom:: VO
(UTC+01:00) MI
Sargjevo, Skopje, Tl
Warsaw, Zagreb NG

Werefever or NO

systemic symp

toms present o

nthelast day t

he Subject Dia

ry was comple

ted?:
2.e Symptom:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 () VOMITING
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.e Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail

Form Version: 10-Oct-2020 16:03
Site No: 1195
Subject No: 11951006

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
2.f
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) Symptom:: DI
(UTC+01:00) A
Sargjevo, Skopje, RR
Warsaw, Zagreb HE
A

Werefever or N

systemic symp O

toms present o

n thelast day t

he Subject Dia

ry was comple

ted?:
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
2.f Symptom:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) DIARRHEA
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

*** Confidential***

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
13:35:40 () NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
29
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) Symptom:: NEW
(UTC+01:00) ORW
Sargjevo, Skopje, ORSE
Warsaw, Zagreb NED
MUS
CLEP
AIN
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Header Text: C4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 10-Oct-2020 16:03

Site No: 1195

Subject No: 11951006

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Werefever NO
or systemic
symptoms
present on t
helast day
the Subject
Diary wasc
ompleted?:
2.9 Symptom:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) NEW OR WORSEN
(UTC+01:00) ED MUSCLE PAIN
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date Location User Value Reason

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

13:35:40 (b) (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

2.h

Date L ocation User Value Reason
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Site No: 1195

Form Version: 10-Oct-2020 16:03

Subject No: 11951006

Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (0)i(6) Symptom:: NEW
(UTC+01:00) OR
Sargjevo, Skopje, WOR
Warsaw, Zagreb SENE
D JOI
NT P
AIN
Werefever NO
or systemic
symptoms p
resent on th
elast day th
e Subject Di
ary was co
mpleted?:

*** Confidential***

Page 343 of 528

FDA-CBER-2021-5683-0946495




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
2.h Symptom:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) NEW OR WORSEN
(UTC+01:00) ED JOINT PAIN
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason

Dec-01-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

13:35:40 (b) (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

3. Injection Site Location:

Date L ocation User Value Reason

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

13:35:40 (autocalc) | DELTOID MUSCLE

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

4. Injection Site Body Side:

Date L ocation User Value Reason
Page 344 of 528

*** Confidential***
FDA-CBER-2021-5683-0946496




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195

Form Version: 10-Oct-2020 16:03

Subject No: 11951006

Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) LEFT
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
5a
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) Injection Site RE
(UTC+01:00) Reaction:: D
Sargjevo, Skopje, N
Warsaw, Zagreb ES
S

Wereinjection N

sitereactionsp O

resent on thel

ast day the Su

bject Diary wa

scompleted?:
5.a I njection Site Reaction:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) REDNESS
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 10-Oct-2020 16:03

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5b
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
13:35:40 (6) ®) Injection Site SW
(UTC+01:00) Reaction::  EL
Sargjevo, Skopje, LI
Warsaw, Zagreb NG

Wereinjectio NO

n sitereaction

spresent ont

helast day the

Subject Diary

was complete

d?:
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5.b Injection Site Reaction:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 () ©) SWELLING
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

*** Confidential***

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
13:35:40 () (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) Injection Sit PAI
(UTC+01:00) eReaction:: NA
Sargjevo, Skopje, TIN
Warsaw, Zagreb JEC
TIO
N Sl
TE
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Header Text: C4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 10-Oct-2020 16:03

Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Wereinjecti NO
on sitereacti
onspresent o
nthelast da
y the Subject
Diary was co
mpleted?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) PAIN AT INJECTIO
(UTC+01:00) N SITE
Sargjevo, Skopje,
Warsaw, Zagreb

5.c Wereinjection site reactions present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:35:40 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form
1. Data Origin
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:35:49 (autocalc) |SITE
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Sample Type
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:35:49 (autocalc) | SERUM
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
3. Sample Collected?
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
13:36:00 (autoquery) Query
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
Dec-01-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate |'Sample
13:35:49 (autoquery) Collected? is

Page 349 of 528

FDA-CBER-2021-5683-0946501




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

(UTC+01:00) Yes, however

Sargjevo, Skopje, no barcodes

Warsaw, Zagreb are entered.
Please review
and correct as
appropriate.

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

13:35:49 (6) (6) YES

(UTC+01:00) Date of Collectio

Sargjevo, Skopje, n:

Warsaw, Zagreb

Dec/1/2020

5a

Date L ocation User Value Reason

Dec-01-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

13:36:00 (b) (6) Sample! BNSKF

(UTC+01:00) D: K

Sargevo, Skopje,

Warsaw, Zagreb

5.a Sample D

Date L ocation User Value Reason

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

13:36:00 (b) (6) BN8KFK

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5b
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:36:00 (b) (6) Sample!l BN8KF
(UTC+01:00) D: L
Sargjevo, Skopje,
Warsaw, Zagreb
5.b Sample D
Date Location User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:36:09 (b) (6) BNSKFL
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:36:18 (b) (6) Samplel BNLW.J
(UTC+01:00) D: C
Sargjevo, Skopje,
Warsaw, Zagreb

*** Confidential***
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Header Text: C4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5.c Sample D
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:36:18 (b) (6) BNLWJC
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.d
Date Location User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:36:27 (b) (®) Samplel BNLWJ
(UTC+01:00) D: D
Sargjevo, Skopje,
Warsaw, Zagreb
5.d Sample D
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:36:27 (b) (6) BNLWJD
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Dec-10-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

18:41:37 (autoquery) Query

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Dec-10-2020 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto

18:39:44 (autoquery) Query

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Dec-10-2020 ACVOPFEINFP6000 | auto query Query 2: Candidate | Date of Visit

18:39:01 (autoquery) is completed

(UTC+01:00) but Date of

Sargjevo, Skopje, Assessment in

Warsaw, Zagreb the Signs and
Symptoms
formis
missing.
Please review
and update as
appropriate.

Dec-10-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | Date of Visit

18:39:01 (autoquery) is completed

(UTC+01:00) but Date of

Sargjevo, Skopje, Collectionin
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/10/2020
Form Version: 22-Apr-2020 21:03

Site No: 1195

Form: DATE OF VISIT - ILLNESS ONSET - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Warsaw, Zagreb both Nasal
Swab Self and
Nasal Swab
are missing.
Please review
and update as
appropriate.

Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

18:39:01 O] Dec/10/2020

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Dec-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

18:39:01 (autocalc) |COVID_A

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: SSIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) Dec/10/2020
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Date of First Symptom Started:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 () Dec/10/2020
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
3. Symptoms Ongoing?
Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
13:01:38 Ore NO Information
(UTC+01:00) Date of Last Sym
Sargjevo, Skopje, ptom Resolved:
Warsaw, Zagreb

Dec/13/2020
Dec-15-2020 ACVOPFEINFP6000 | (b) (6) Query 1: Closed Response

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

08:37:15
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb

(b) (4), satisfies query
(b) (6)

Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Changed data

18:30:33
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Opened According to

10:28:26
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

(b) (6) SD: also
"sniffles" as
symptom.
Please add to
eCRF

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

18:39:44
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

(b) (6) YES

4.a

Date Location

User Value Reason

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

18:39:44
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

() ©) Symptoms. FEV

ER

Symptom Pr NO
esent:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29

Site No: 1195

Subject No: 11951006

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
4.a Symptoms:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 () FEVER
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4.a Was symptom present?
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4b
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (®) Sympt NEW OR |
(UTC+01:00) - oms: NCREASE
Sargjevo, Skopje, D COUGH
Warsaw, Zagreb Sympt YES
om Pr
esent:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29

Site No: 1195

Subject No: 11951006

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
4.b Symptoms:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NEW OR INCREA
(UTC+01:00) SED COUGH
Sargjevo, Skopje,
Warsaw, Zagreb
4.b Was symptom present?
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) YES
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4.c
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 () (©) Sym NEW ORIN
(UTC+01:00) - ptom CREASED S
Sargjevo, Skopje, S: HORTNESS
Warsaw, Zagreb OF BREAT
H

Sym NO

ptom

Prese

nt:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29

Site No: 1195

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
4.c Symptoms:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NEW OR INCREA
(UTC+01:00) SED SHORTNESS
Sargjevo, Skopje, OF BREATH
Warsaw, Zagreb
4.c Was symptom present?
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4d
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 () (©) Symptoms. CHIL
(UTC+01:00) LS
Sargjevo, Skopje, Symptom P NO
Warsaw, Zagreb resent:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29

Site No: 1195

Subject No: 11951006

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

4.d Symptoms:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) CHILLS
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4.d Was symptom present?
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4.e
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) Symp NEW ORI
(UTC+01:00) - toms: NCREASE
Sargjevo, Skopje, D MUSCLE
Warsaw, Zagreb PAIN

Symp NO

tom P

resent
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29

Site No: 1195

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
4.e Symptoms:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NEW OR INCREA
(UTC+01:00) SED MUSCLE PAI
Sargjevo, Skopje, N
Warsaw, Zagreb
4.e Was symptom present?
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4.f
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (®) Sympt NEW LOS
(UTC+01:00) - oms.  SOF TAST
Sargjevo, Skopje, E OR SME
Warsaw, Zagreb LL
Sympt NO
om Pr
esent:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29

Site No: 1195

Subject No: 11951006

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
4.f Symptoms:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NEW LOSS OF TA
(UTC+01:00) STE OR SMELL
Sargjevo, Skopje,
Warsaw, Zagreb
4.f Was symptom present?
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4.9
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) Symp NEW ORI
(UTC+01:00) - toms: NCREASE
Sargjevo, Skopje, D SORE T
Warsaw, Zagreb HROAT
Symp NO
tom P

resent
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Dec/10/2020 COVID-19 - eCRF Audit Trail History

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

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
4.9 Symptoms:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NEW OR INCREA
(UTC+01:00) SED SORE THROA
Sargjevo, Skopje, T
Warsaw, Zagreb
4.9 Was symptom present?
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4.h
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 () (©) Symptoms DIARR
(UTC+01:00) . HEA
Sargjevo, Skopje, Symptom NO
Warsaw, Zagreb Present:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29

Site No: 1195

Subject No: 11951006

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
4.h Symptoms:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 () DIARRHEA
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4.h Was symptom present?
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4.
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (®) Symptoms VOMI
(UTC+01:00) ; TING
Sargjevo, Skopje, Symptom NO
Warsaw, Zagreb Present:

Page 364 of 528

*** Confidential***
FDA-CBER-2021-5683-0946516




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
4.i Symptoms:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) VOMITING
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4.i Was symptom present?
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:39:44 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.a
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:40:09 (b) (6) Symptoms-  Fatig
(UTC+01:00) Other: ue
Sargjevo, Skopje,
Warsaw, Zagreb
5.a Symptoms - Other Text:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:29

Site No: 1195

Subject No: 11951006

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:40:09 () 6) Fatigue
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5b
Date L ocation User Value Reason
Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:30:23 e Symptoms - sniff
(UTC+01:00) Other: les
Sargjevo, Skopje,
Warsaw, Zagreb
5.b Symptoms - Other Text:
Date L ocation User Value Reason
Dec-14-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:30:23 () sniffles
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Site No: 1195

Generated By:
(b) (4)

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:40:22 (b) (6) Not Done

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

2. Specimen Type:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:40:22 (b) (6) Not Done

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

3. Specimen Collection Location:

Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:40:22 (b) (6) Not Done

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

4. Assay Code and Description:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:54

Site No: 1195

Subject No: 11951006

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:40:22 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5. Device Type:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:40:22 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
6. Trade Name:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:40:22 (£)(6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
7. Test Result:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:40:22 ®) ©) Not Done
(UTC+01:00)
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:54

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Sargevo, Skopje,
Warsaw, Zagreb

8. Comments/Findings/Details:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:40:22 (£)(6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:40:22 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Data Origin
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:41:23 (autocalc) |SITE
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Sample Type
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:41:23 (autocalc) | NASAL_SWAB_SELF
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
3. Sample Collected?
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:41:23 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

reason.
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Site No: 1195

Header Text: C4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 22-Apr-2020 21:03

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:41:23 (b) (6) not necessary patient
(UTC+01:00) came into the office
Sargjevo, Skopje, for aswab test.
Warsaw, Zagreb

*** Confidential***

Page 371 of 528

FDA-CBER-2021-5683-0946523




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 22-Apr-2020 21:03
Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Data Origin
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:41:37 (autocalc) |SITE
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Sample Type
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:41:37 (autocalc) [ NASAL_SWAB
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb

3. Sample Collected?

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
07:57:27 (autoquery) Query
(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Dec-10-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate |'Sample
18:41:37 (autoquery) Collected? is
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled Visit on Dec/10/2020 SWAB - eCRF Audit Trail History

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

(UTC+01:00) Yes, however

Sargjevo, Skopje, no barcodes

Warsaw, Zagreb are entered.
Please review
and correct as
appropriate.

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

18:41:37 (6) (6) YES

(UTC+01:00) Date of Collectio

Sargjevo, Skopje, n:

Warsaw, Zagreb

Dec/10/2020

5a

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

07:57:27 (b) (6) Samplel BN8KR

(UTC+01:00) D: 5

Sargevo, Skopje,

Warsaw, Zagreb

5.a Sample D

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

07:57:27 () BN8KR5

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

*** Confidential***

Page 373 of 528

FDA-CBER-2021-5683-0946525




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
la
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) Typeof Pra SPE
(UTC+01:00) ctitioner:  CIAL
Sargjevo, Skopje, IST
Warsaw, Zagreb Occurrence NO
of Viditsor
Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) SPECIALIST
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
1.a Occurrence of Visits or Contacts;
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Site No: 1195

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
1b
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) Type of Pr EMER
(UTQ+01100) _ actitioner: GENC
Sargjevo, Skopje, Y ROO
Warsaw, Zagreb M
Occurren NO
ce of Visit
sor Conta
cts:
1.b Physician or Healthcare Professional:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) EMERGENCY RO
(UTC+01:00) oM
Sargjevo, Skopje,
Warsaw, Zagreb
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:26

Site No: 1195

Subject No: 11951006

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
1lc
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (0) (6) Typeof PRIMAR
(UTC+01:00) Practiti Y CARE
Sargjevo, Skopje, oner:  PHYSICI
Warsaw, Zagreb AN

Occurre YES
nceof V. Number

isitsor of Visits
Contact or Cont
S acts:

1
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: HEALTH CARE UTILIZATION - eCRF Audit
Unscheduled Visit on Dec/10/2020 Trail History

Form Version: 10-Dec-202002:26  Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 () PRIMARY CARE P
(UTC+01:00) HYSICIAN
Sargjevo, Skopje,
Warsaw, Zagreb

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) YES
(UTC+01:00) Number of Visits o
Sargjevo, Skopje, r Contacts:
Warsaw, Zagreb
1

1d
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) Type of Pra URG
(UTC+01:00) - ctitioner: ENT
Sarajevo, Skopje, CARE
Warsaw, Zagreb Occurrence NO

of Visitsor

Contacts:
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Page 377 of 528

FDA-CBER-2021-5683-0946529




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 () URGENT CARE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
1.d Occurrence of Visits or Contacts:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
le
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) Typeof TELEPH
(UTC+01:00) - Practitio ONE CO
Sargjevo, Skopje, ner: NSULTA
Warsaw, Zagreb TION
Occurre NO
nceof Vi
sitsor C
ontacts.
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 () TELEPHONE CON
(UTC+01:00) SULTATION
Sargjevo, Skopje,
Warsaw, Zagreb
1.e Occurrence of Visits or Contacts:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
1f
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 RIS Typeof Pract OT
(UTC+01:00) itioner: HE
Sargjevo, Skopje, R
Warsaw, Zagreb Occurrenceo NO
f Visitsor Co
ntacts:
Page 379 of 528

*** Confidential***

FDA-CBER-2021-5683-0946531




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) OTHER
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
1.f Occurrence of Visits or Contacts:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
3. Hasthe subject been hospitalized due to potential COVID-19 iliness?
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:19 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID ILL 1- Form: RESPIRATORY TREATMENT - eCRF Audit Trail
Unscheduled Visit on Dec/10/2020 History

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:42:33 (Dy(6) Not Done

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:33 (b) (6) Not Done

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

3. Treatment:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:33 (b) (6) Not Done

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

4. Treatment:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:53

Site No: 1195

Subject No: 11951006

Form: RESPIRATORY TREATMENT - eCRF Audit Trall
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:42:33 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5. Start Date:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:42:33 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
6. Ongoing?
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:42:33 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

Page 382 of 528

*** Confidential***
FDA-CBER-2021-5683-0946534




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195

Generated By:
(b) (4)

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:52

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Category of Clinical Event:

*** Confidential***

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:43:51 (autocalc) [ POTENTIAL COVID-
(UTC+01:00) 19 ILLNESS
Sargevo, Skopje,
Warsaw, Zagreb
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:43:51 (b) (6) YES
(UTC+01:00) Respiratory Illness
Sargevo, Skopje, Diagnosis:
Warsaw, Zagreb
Common cold
Date of Diagnosis:
Dec/10/2020
3. Toxicity Grade:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:43:51 (b) (6) 1
(UTC+01:00)
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:52
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Sargevo, Skopje,
Warsaw, Zagreb
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Site No: 1195

Generated By:
(b) (4)

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 17-Jul-2020 21:55

Form: ILLNESS DETAILS - SEVERE - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:05 (b) (6) Not Done

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

2. Subcategory of Clinical Event:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:05 (£)(6) Not Done

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

3. Was a diagnosis obtained?

Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:05 (b) (6) Not Done

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

4. Toxicity Grade:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 17-Jul-2020 21:55

Site No: 1195

Subject No: 11951006

Form: ILLNESS DETAILS - SEVERE - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:05 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Lab Panel:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb

2. Laboratory Name and Address

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

3. Collection Date:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 ®) ©) Not Done

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

4. Specimen Type:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.a
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Sponsor-Defi Not
(UTC+01:00) ned | dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not
Don
e
Result:: Not
Don
e
Not Done::  Not
Don
e
Lab Normal Not
Range: Don
e
5.a Sponsor |D:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
S5.aTest:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.a Result:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.a Not Done:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Warsaw, Zagreb
5aLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5b
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Sponsor -Defi Not
(UTC+01:00) ned |dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not
Don
e
Result:: Not
Don
e
Not Done:: Not
Don
e
Lab Normal Not
Range: Don
e
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Site No: 1195

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.b Sponsor 1D:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.b Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.b Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.b Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5bLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:29 () ©) Sponsor -Defi Not
(UTC+01:00) ned I dentifie Don
Sargjevo, Skopje, r e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done:: Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e

*** Confidential***

Page 393 of 528

FDA-CBER-2021-5683-0946545




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.c Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.CcLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5d
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Sponsor -Defi Not
(UTC+01:00) ned |dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done:: Not
Don
e
Page 395 of 528

FDA-CBER-2021-5683-0946547




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e
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Site No: 1195

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.d Sponsor 1 D:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.d Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.d Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.d Not Done:
Date L ocation User Value Reason
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5dLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.e
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:29 () ©) Sponsor -Defi Not
(UTC+01:00) ned I dentifie Don
Sargjevo, Skopje, r e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done:: Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.e Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.e Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.e Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.e Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5eLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.f
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Sponsor -Defi Not
(UTC+01:00) ned |dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done:: Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e
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Site No: 1195

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.f Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.f Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.f Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.f Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5fLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.9
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:29 () ©) Sponsor -Defi Not
(UTC+01:00) ned I dentifie Don
Sargjevo, Skopje, r e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done::  Not
Don
e
Page 404 of 528

*** Confidential***
FDA-CBER-2021-5683-0946556




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5.9 Sponsor |1D:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 () Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.9 Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.9 Result:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.g Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:58

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) 4)
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5gLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:29 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

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

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form
1. Lab Panel:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Laboratory Name and Address
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (£)(6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
3. Collection Date:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4. Specimen Type:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.a
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Sponsor-Defi Not
(UTC+01:00) ned | dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not
Don
e
Result:: Not
Don
e
Not Done::  Not
Don
e
Lab Normal Not
Range: Don
e
5.a Sponsor |D:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Site No: 1195

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
S5.aTest:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.a Result:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.a Not Done:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

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

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Warsaw, Zagreb
5aLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5b
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Sponsor-Defi Not
(UTC+01:00) ned Identifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not
Don
e
Result:: Not
Don
e
Not Done:: Not
Don
e
Lab Normal Not
Range: Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.b Sponsor 1D:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.b Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.b Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.b Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5bLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Sponsor-Defi Not
(UTC+01:00) ned |dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done:: Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e
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Site No: 1195

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.c Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.cLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5d
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 () ©) Sponsor -Defi Not
(UTC+01:00) ned I dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done::  Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.d Sponsor 1 D:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.d Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.d Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.d Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5dLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.e
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Sponsor-Defi Not
(UTC+01:00) ned |dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done:: Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e
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Site No: 1195

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.e Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.e Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.e Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.e Not Done:
Date L ocation User Value Reason

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5eLNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5f
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 () ©) Sponsor -Defi Not
(UTC+01:00) ned I dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done::  Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.f Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.f Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.f Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.f Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5f LNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.9
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Sponsor-Defi Not
(UTC+01:00) ned |dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done:: Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e
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Site No: 1195

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
5.9 Sponsor |1D:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (£)(6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.9 Test:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.9 Result:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.g Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
59LNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.h
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 () ©) Sponsor -Defi Not
(UTC+01:00) ned I dentifie Don
Sargjevo, Skopje, r e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done:: Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
5.h Sponsor 1D:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.h Test:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.h Result:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.h Not Done:
Date L ocation User Value Reason
Page 430 of 528

*** Confidential***
FDA-CBER-2021-5683-0946582




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/10/2020 Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5h LNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Sponsor-Defi Not
(UTC+01:00) ned |dentifie Don
Sargjevo, Skopje, r: e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done:: Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

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

Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form
5.i Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (£)(6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.1 Test:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.1 Result:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.i Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5i LNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5]
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:44:57 () ©) Sponsor -Defi Not
(UTC+01:00) ned I dentifie Don
Sargjevo, Skopje, r e
Warsaw, Zagreb Test:: Not

Don

e

Result:: Not
Don
e
Not Done:: Not
Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02
Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Lab Normal Not
Range: Don
e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
5. Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (£)(6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.) Test:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.] Result:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.j Not Done:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:02

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) 4)
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5j] LNMT
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:44:57 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS- COVID - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Date:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:45:28 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2a
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:45:28 (b) (6) Record Identi Not
(UTC+01:00) fier:: Don
Sargjevo, Skopje, e
Warsaw, Zagreb Systalic:: Not
Don
e
Diastalic:: Not
Don
e
Respiratory Not
Ratein respir Don
ationgminute e
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
Heart Ratein Not
beatgminute; Don
e
2.a Record | dentifier:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:45:28 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.a Systolic:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
18:45:28 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.aDiastolic:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:45:28 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: VITAL SIGNS- COVID - eCRF Audit Trail
Unscheduled Visit on Dec/10/2020 History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
2.a Respiratory Rate in respirations/minute:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:45:28 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

2.a Heart Rate in beats/minute;

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:45:28 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:04

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form
1. Date:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:46:01 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2a
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:46:01 (b) (6) Record Ide Not D
(UTC+01:00) ntifier:: one
Sargjevo, Skopje, Oxygen Sat Not D
Warsaw, Zagreb uration: one
2.a Record I dentifier:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:46:01 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2.a SPO2 Pulse Oximetry %
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 10-Oct-2020 16:04

Site No: 1195

Subject No: 11951006

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:46:01 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID ILL 1- Form: OXYGENATION PARAMETERS - eCRF Audit
Unscheduled Visit on Dec/10/2020 Trail History

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:46:21 (b) (6) Not Done

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

2. Arterial Blood Gases PaO2 (mmHQ):

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:46:21 (b) (6) Not Done

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

3. FiO2 (Fraction of Inhaled Oxygen):

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:46:21 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:55

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:46:41 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Category:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:46:41 (£)(6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
3. Concomitant Medications Pre-specified:
Date Location User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:46:41 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4. Medication:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Provide the complete generic drug name (including salt form, where applicable). Where generic
name is unknown, enter the full trade or proprietary name. I nclude clarifying information in
the Medication text (e.g., I ngredient(s), route, use, formulation).
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:46:41 (£)(6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5. Start Date:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:46:41 (ORE) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
6. Ongoing?
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:46:41 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/10/2020

Form Version: 06-Jul-2020 21:53

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:47:07 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Location of Assessment:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:47:07 (b) (6) Not Done
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
3. Type of Imaging Exam:
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:47:07 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
4. Assessment:
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Site No: 1195

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/10/2020
Form Version: 06-Jul-2020 21:53

Subject No: 11951006

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date L ocation User Value Reason
Dec-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
18:47:07 (b) (6) Not Done
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID _CONVA 1 -
Unscheduled Visit on Jan/18/2021

Form Version: 22-Apr-2020 21:04

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Date of Visit

Date

L ocation

User

Value

Reason

Jan-18-2021
14:05:32
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Data Entry:
Jan/18/2021

Initial Entry

3. COVID-19 IlIness Visit:

Date

L ocation

User

Value

Reason

Jan-20-2021
06:47:01
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Query 1: Closed

Response
satisfies query

Jan-19-2021
12:01:10
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Answere
d

Transcription
Error

Jan-19-2021
12:01:10
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Data Entry:
COVID_Al

Transcription
Error
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Header Text: C4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/18/2021

Form Version: 22-Apr-2020 21.04

Site No: 1195

Form: DATE OF VISIT - ILLNESS CONVALESCENT -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Opened | DM: Subject

08:07:19 (®) (6) has completed

(UTC+01:00) Convalescent

Sargjevo, Skopje, visit

Warsaw, Zagreb (COVID_B1),
however
corresponding
COVID illness
visit
(CovID_B)is
not recorded.
Please review
both the visits
and update
appropriate
CRF. Thank
youl.

Jan-18-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

14:05:32 CovID_B1

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/18/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1195
Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Data Origin
Date L ocation User Value Reason
Jan-18-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:05:48 (autocalc) |SITE
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
2. Sample Type
Date L ocation User Value Reason
Jan-18-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:05:48 (autocalc) | SERUM
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb

3. Sample Collected?

Date L ocation User Value Reason

Jan-18-2021 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

14:06:03 (autoquery) Query

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Jan-18-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate |'Sample

14:05:48 (autoquery) Collected? is
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Header Text: C4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/18/2021

Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

(UTC+01:00) Yes, however

Sargjevo, Skopje, no barcodes

Warsaw, Zagreb are entered.
Please review
and correct as
appropriate.

Jan-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:05:48 (6) (6) YES

(UTC+01:00) Date of Collectio

Sargjevo, Skopje, n:

Warsaw, Zagreb

Jan/18/2021

5a

Date L ocation User Value Reason

Jan-18-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

14:06:03 (b) (6) Sample! BN8KV

(UTC+01:00) D: T

Sargevo, Skopje,

Warsaw, Zagreb

5.a Sample D

Date L ocation User Value Reason

Jan-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:06:03 () BNSKVT

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/18/2021

Form Version: 22-Apr-2020 21:03

Site No: 1195

Subject No: 11951006

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
5b
Date L ocation User Value Reason
Jan-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:06:10 (b) (6) Sample! BNSKV
(UTC+01:00) D: Vv
Sargjevo, Skopje,
Warsaw, Zagreb
5.b Sample D
Date Location User Value Reason
Jan-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:06:10 (b) (6) BNSKVV
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.c
Date L ocation User Value Reason
Jan-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:06:23 () (©) Samplel BNLW7
(UTC+01:00) D: 0
Sargjevo, Skopje,
Warsaw, Zagreb
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Site No: 1195

Subject No: 11951006

Header Text: C4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/18/2021

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
5.c Sample D
Date L ocation User Value Reason
Jan-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:06:23 () BNLW70
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
5.d
Date Location User Value Reason
Jan-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:06:30 (b) (®) Samplel BNLW7
(UTC+01:00) D: 1
Sargjevo, Skopje,
Warsaw, Zagreb
5.d Sample D
Date L ocation User Value Reason
Jan-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:06:30 (b) (6) BNLW71
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1195

Subject No: 11951006

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form
Date L ocation User Value Reason
Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Form Created
10:21:30 (b) (6)
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

*** Confidential***

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Form Created
07:43:51 (b) (6)
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

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

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials; -

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

Date

L ocation

User

Value

Feb-09-2021
11:37:45
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Form Undeleted New

Jan-28-2021
14:34:08
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Form Deleted New

Jan-19-2021
12:04:28
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Form Created
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

*** Confidential***

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 |(b) (4), Form Created
12:42:46 (b) (6)
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1195

Subject No: 11951006

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Form Created
12:44:22 (b) (6)
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: Logs - Unscheduled
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Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:
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SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Form Created
12:45:53 (b) (6)
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
Page 459 of 528

FDA-CBER-2021-5683-0946611




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

Date L ocation

User Value Reason

Feb-12-2021 ACVOPFEINFP6000 | () (4), Form Created

13:03:55
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

(b) (6)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Frozen, Not Complete

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Back to Form
1. Category:
Date L ocation User Value Reason
Dec-14-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:21:30 (autocalc) | ADVERSE EVENT
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2. AE ID:
Date L ocation User Value Reason
Jan-22-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed | Response
17:40:21 (b) (6) satisfies query
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
Jan-21-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answer | yes pancreatic
19:08:14 ®) (6) ed tumor was a'so
(UTC+01:00) suspected but
Sargjevo, Skopje, after acouple of
Warsaw, Zagreb examination not

confirmed. the
adenocarcinoma
is the suspected
diagnosis for the
indication of a
surgery. As soon
aswe get the
final diagnosis|
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

will update this
diagnosis again.

Jan-20-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Opened | from CIOMSit

17:22:06 (b) (6) seems that a

(UTC+01:00) pancreatic tumor

Sargjevo, Skopje, was also

Warsaw, Zagreb suspected. |
suggest to
update the AE
definition
including this
third suspicion
too

Dec-14-2020 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

10:21:30 (autocalc) 1

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Feb-26-2021 ACVOPFEINFP6000 | (b) (4), Query 5: Clos | term updated in SDB

07:14:32 (b) (6) ed

(UTC+01:00)

Sargjevo,

Skopje,

Warsaw, Zagreb

Feb-18-2021 ACVOPFEINFP6000 | (b) (4), Query 5: Reis | For PSSR review

09:43:15 (b) (6) sued:Candida
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Site No: 1195

Form Version: 22-Apr-2020 21:02

Subject No: 11951006

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

(UTC+01:00) (b) (4), (b) (6) te

Sargjevo,

Skopje,

Warsaw, Zagreb

Feb-17-2021 ACVOPFEINFP6000 | (b) (4), Query 5: Ans || sent aFollow up

12:51:53 (®) (6) wered report with the

(UTC+01:00) updated Term on

Sargjevo, 02Feb2021

Skopje,

Warsaw, Zagreb

Feb-17-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 5: Reis | SAE RECON: Per

07:22:16 ) sued:Opened | latest SAE listing, the

(UTC+01:00) termis still not

Sargjevo, updated. Please

Skopje, submit afollow up

Warsaw, Zagreb SAE form indicating
the updated term to
Adenocarcinoma
Pancreas

Feb-15-2021 ACVOPFEINFP6000 | () (4), () (6) Query 5: Reis | Pending SDB update

18:50:31 sued:Candida

(UTC+01:00) te

Sargjevo,

Skopje,

Warsaw, Zagreb

Feb-15-2021 ACVOPFEINFP6000 | (b) (4), Query 5: Ans | SAE Follow up was

11:35:37 (®) (6) wered sent already. |

(UTC+01:00) confirm

Sargjevo, Adenocarcinoma

Skopje, Pancreas
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Warsaw, Zagreb

Feb-15-2021 ACVOPFEINFP6000 | (b) (4). (b) Query 5: Ope | SAE RECON:

09:54:20 (6) ned AER#2020495786 the

(UTC+01:00) term was reported as

Sargjevo, 'suspicion of

Skopje, adenocarcinoma of

Warsaw, Zagreb the ductus
hepatocholedochusin
Safety database while
recorded as
'‘Adenocarcinoma
Pancreas in AE
CRF.Please confirm.If
safety updateis
required, please
submit ff up form

Feb-02-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: | Changed Information

15:56:57 i) Adenocarcino

(UTC+01:00) ma Pancreas

Sargjevo,

Skopje,

Warsaw, Zagreb

Jan-20-2021 ACVOPFEINFP6000 | Giselle Query 4: Clos | Thanksfor the

22:16:38 Cadtillo ed response. Please

(UTC+01:00) (b) (4) update event term

Sarajevo, when diagnosisis

Skopje, available.

Warsaw, Zagreb

Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: | New Information

12:26:28 i) Suspicion of
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Site No: 1195

Form Version: 22-Apr-2020 21:02

Subject No: 11951006

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

(UTC+01:00) (b) (4), (b) (6) | Adenocarcino

Sargjevo, ma Ductus he

Skopje, patochol edoc

Warsaw, Zagreb hus

Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Query 4: Ans || sent yesterday a FU

07:42:42 (®) (6) wered Form. Patient is still

(UTC+01:00) hospitalized for

Sargjevo, further examination.

Skopje, No confirmation of an

Warsaw, Zagreb final diagnosis.

Jan-12-2021 ACVOPFEINFP6000 | Giselle Query 4: Ope | Clinical_ Per report,

21:27:13 Cadtillo ned the subject was

(UTC+01:00) (b) (4) hospitalized.

Sargjevo, However, information

Skopje, onclinical

Warsaw, Zagreb presentation, hospital
course, workup
(including Covid
testing) and treatment
are not described.
Kindly provide
information in a FU
form. Thank you.

Dec-24-2020 ACVOPFEINFPE000 | Giselle Query 2: Clos | Response satisfies

00:46:29 Cadtillo ed query

(UTC+01:00) (b) (4)

Sargjevo,

Skopje,

Warsaw, Zagreb

Dec-23-2020 | ACVOPFEINFP6000 | (B) (4), () (6) | Query 3: Clos | Response satisfies
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
11:03:11 (b) (4), ed query
(UTC+01:00) (b) (6)
Sargjevo,
Skopje,
Warsaw, Zagreb
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Query 2: Ans | yesas soon as we get
15:14:02 i) wered the discharge | etter.
(UTC+01:00) At this time we dont
Sargjevo, have more
Skopje, information
Warsaw, Zagreb
Dec-21-2020 ACVOPFEINFP6000 | Giselle Query 2: Reis | The answer is not
19:33:20 Cadtillo sued:Opened | clear. Kindly make
(UTC+01:00) (b) (4) every effort to obtain
Sargjevo, further details on
Skopje, hospital course for
Warsaw, Zagreb this SAE. Thank you
Dec-21-2020 ACVOPFEINFP6000 | auto query Query 3: Ans | Transcription Error
11:46:04 (autoquery) wered
(UTC+01:00)
Sargjevo,
Skopje,
Warsaw, Zagreb
Dec-21-2020 ACVOPFEINFPE000 | auto query Query 2: Ans | Transcription Error
11:46:04 (autoquery) wered
(UTC+01:00)
Sargjevo,
Skopje,
Warsaw, Zagreb
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Site No: 1195

Form Version: 22-Apr-2020 21:02

Subject No: 11951006

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Dec-21-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: | Transcription Error
11:46:04 ) (6) Jaundice chol
(UTC+01:00) estatic
Sargjevo,
Skopje,
Warsaw, Zagreb
Dec-18-2020 ACVOPFEINFP6000 | Giselle Query 2: Reis | Thanks for
18:45:45 Cadtillo sued:Opened | confirming. Please
(UTC+01:00) (b) (4) respond to the query
Sargjevo, once additional
Skopje, information is
Warsaw, Zagreb available. Thanks
Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 3: Ope | SL: Dueto coding
14:40:43 ned proposal please
(UTC+01:00) update the SAE term
Sargjevo, to "Jaundice
Skopje, cholestatic". Thank
Warsaw, Zagreb you.
Dec-18-2020 ACVOPFEINFPE000 | (b) (4), Query 2: Ans | at thistime no more
12:43:14 (b)y(6) wered information are
(UTC+01:00) available.
Sargjevo,
Skopje,
Warsaw, Zagreb
Dec-16-2020 ACVOPFEINFP6000 |Giselle Query 2: Ope | Clinical_ Per report,
16:27:01 Cadtillo ned the subject was
(UTC+01:00) (b) (4) hospitalized.
Sargjevo, However, information
Skopje, on clinical
Warsaw, Zagreb presentation, hospital
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

course, workup
(including Covid
testing) and treatment
are not described.
Kindly provide
information in a FU
report. Thank you.

Dec-16-2020 ACVOPFEINFP6000 | () (4), (b) Query 1: Clos | Response satisfies

14:11:45 © ed query

(UTC+01:00)

Sargjevo,

Skopje,

Warsaw, Zagreb

Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Ans | SAE number comes

17:11:38 ®) (6) wered from Pfizer. This

(UTC+01:00) query doesnt make

Sargjevo, any sensefor asite

Skopje, query.

Warsaw, Zagreb

Dec-15-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Ope |thisAE isreported as

15:51:44 ©6) ned serious but no SAE

(UTC+01:00) number is recorded.

Sargjevo, Please verify and

Skopje, update as needed

Warsaw, Zagreb

Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: | Initia Entry

10:21:30 (®) (6) obstructiveict

(UTC+01:00) erus

Sargjevo,

Skopje,
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Site No: 1195

Form Version: 22-Apr-2020 21:02

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Warsaw, Zagreb

4. Start Date Time:

Date

Location

User

Value

Reason

Feb-15-2021
18:52:34
(UTC+01:00)
Sargjevo,
Skopje, Warsaw,
Zagreb

ACVOPFEINFP6000

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

Query 1: Closed

SDB updated

Jan-22-2021
18:59:32
(UTC+01:00)
Sargjevo,
Skopje, Warsaw,
Zagreb

ACVOPFEINFP6000

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

Query 1: Reissu
ed:Candidate

Awaiting Safety
update

Jan-21-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answe | A Follow up SAE
19:02:55 ®) ©) red with onset Date
(UTC+01:00) 11Dec2020 was
Sargjevo, aready sent.
Skopje, Warsaw,
Zagreb
Jan-21-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opene | SAE RECON:
03:37:15 () d AER#2020495786
(UTC+01:00) onset date was
Sargjevo, recorded as
Skopje, Warsaw, 12Dec2020in
Zagreb Safety database
however, recorded
as 11Dec2020 on
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1195
Subject No: 11951006

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

AE CRF. Please
confirm correct
Onset Date. If
safety updateis
required, please
submit a
follow-up SAE
form.

Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription

15:41:04 (b) (6) Dec/11/2020U | Error

(UTC+01:00) NK:UNK

Sargjevo,

Skopje, Warsaw,

Zagreb

Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:21:30 (b) (6) Dec/14/2020 U

(UTC+01:00) NK:UNK

Sargjevo,

Skopje, Warsaw,

Zagreb

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Jan-05-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response

18:43:59 satisfies query

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answere |yesdtill

16:22:42 i) d ongoing.
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

(UTC+01:00) (b) (4), (b) (6) Patient ist still

Sargjevo, Skopje, hospitalized. As

Warsaw, Zagreb soon as we get
the discharge
letter | update
this case.

Jan-04-2021 ACVOPFEINFP6000 |(B) (4), (b) (6) | Query 1: Opened | CLINQUERY-

13:46:53 Please review if

(UTC+01:00) event "jaundice

Sargjevo, Skopje, cholestatic" is

Warsaw, Zagreb ongoing (start
date 14 Dec
2020). Else,
report the end
date and update
the event
outcome status.
Thank you

Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:21:30 BN YES

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

6. Toxicity Grade:

Date L ocation User Value Reason

Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response

19:51:31 ©6) satisfies query

(UTC+01:00)

Sargjevo, Skopje,
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Warsaw, Zagreb

Dec-18-2020 ACVOPFEINFP6000 | auto query Query 1: Answere | Transcription

12:42:48 (autoquery) d Error

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Dec-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription

12:42:48 (0) (6) 2 Error

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Dec-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened | SL: According

10:50:08 to source data

(UTC+01:00) the

Sargjevo, Skopje, documented

Warsaw, Zagreb toxicity is"2".
Please check
and change the
source data
respectively.

Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:21:30 (b) (6) 1

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Not Complete

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;

Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant

medical event (i.e. may jeopardize subject and may require medical/surgical intervention to

prevent above outcomes).

Date L ocation User Value Reason

Dec-17-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

12:47:05 (autoquery) Query

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Dec-14-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | For AE

10:21:30 (autoquery) obstructive

(UTC+01:00) icterus:

Sargevo, Skopje, Response to

Warsaw, Zagreb "Isthe
adverse event
serious?’ is
'Yes' but
"Serious
Adverse
Event
Number" is
blank.

Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:21:30 (71 YES

(UTC+01:00) Isthis serious eve

Sargjevo, Skopje, nt associated with

Warsaw, Zagreb congenital anomal

y or birth defect?
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

NO

Did this serious e
vent result in deat
h?

NO

Did thisserious e
vent require or pr
olong hospitalizat
ion?

YES

Did this serious e
vent result in pers
istent or significa
nt disability/incap
acity?

NO
Isthis serious eve
nt life threatening
?

NO
Other medically i

mportant serious e
vent
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

NO
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

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

Date

L ocation

User

Value

Reason

Dec-14-2020
10:21:30
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Data Entry:
NO

Initial Entry

9. Isthis event related to study treatment:

Date

L ocation

User

Value

Reason

Dec-16-2020
14:11:09
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Query 1: Closed

Response
satisfies query

Dec-15-2020
17:12:13
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Query 1: Answere
d

no

Dec-15-2020
15:52:53
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Query 1: Opened

since this
icterusis
defined
"obstructive"
was any
obstruction site
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
hypothesized?
Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:21:30 (b) (6) NOT RELATED
(UTC+01:00) If Not Related to
Saragjevo, Skopje, study treatment(s
Warsaw, Zagreb ), thisevent isdu
eto:
OTHER
If Other, speci
fy:
unknown

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:21:30 ) (6) NOT APPLICABL

(UTC+01:00) E

Sargjevo, Skopje,

Warsaw, Zagreb

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:21:30 (b) (6) NO

(UTC+01:00)

Sargjevo, Skopje,
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Warsaw, Zagreb

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:21:30 (b) (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

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

Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Clos | Response satisfies
15:23:04 © ed query
(UTC+01:00)

Sargjevo,

Skopje, Warsaw,

Zagreb

Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Ans |1 send an SAE
11:24:37 (b) (6) wered Follow up report
(UTC+01:00) with the final
Sargjevo, diagnosis of
Skopje, Warsaw, pancreatic

Zagreb Adenocarcinoma.
Feb-03-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Ope | Fromthe

17:25:05 ®) ned information reported
(UTC+01:00) in the SDB
Sargjevo, (CIOMS), thisAE is
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Site No: 1195

Form Version: 22-Apr-2020 21:02

Subject No: 11951006

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Skopje, Warsaw, reported as ™

Zagreb "adenocarcinoma of
hepatocholedochus':
isadiagnosis of
pancreatic
adenocarcinoma
available? Please
verify and ensure
consistency with
SDB information
(SAE f.up, if
needed)

Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:21:30 (0) (6) RECOVERIN

(UTC+01:00) G/RESOLVIN

Sargjevo, G

Skopje, Warsaw,

Zagreb

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

Date L ocation User Value Reason
Dec-14-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:21:30 (b) (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation | User | Value Reason

*** Confidential***

Page 479 of 528

FDA-CBER-2021-5683-0946631




090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1195
Subject No: 11951006

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Dec-17-2020 ACVOPFEINFPE000 | (b) (4). (b) | DataEntry: Initial Entry
12:47:05 ©) 2020495786
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Site No: 1195

Generated By:
(b) (4)

Form Version: 22-Apr-2020 21:02

Subject No: 11951006

Form Status. Data Complete

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Category:

Date

L ocation

User

Value

Reason

Jan-15-2021
07:43:51
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE |D:

Date

Location

User

Value

Reason

Jan-15-2021
07:43:51
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date

L ocation

User

Value

Reason

Jan-15-2021
07:43:51
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Data Entry:
Liver cyst

Initial Entry

4. Start Date Time:
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 () (6) Jan/5/2021 UNK:U
(UTC+01:00) NK
Sargjevo, Skopje,
Warsaw, Zagreb
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 (b) (6) YES
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
6. Toxicity Grade:
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 (b) (6) 1
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
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Site No: 1195

Generated By:
(b) (4)

Form Version: 22-Apr-2020 21:02

Subject No: 11951006

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

*** Confidential***

Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date Location User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 (b) (6) NOT RELATED
(UTC+01:00) If Not Related to st
Sargjevo, Skopje, udy treatment(s), th
Warsaw, Zagreb Isevent isdue to:
OTHER
If Other, specify
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

unknown

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 (b) (6) NOT APPLICABLE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 (b) (6) NO
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
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Form Version: 22-Apr-2020 21:02

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 () NOT RECOVERED
(UTC+01:00) /INOT RESOLVED
Sargjevo, Skopje,
Warsaw, Zagreb
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
07:43:51 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1195
Subject No: 11951006

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Status. Data Complete, Frozen
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Category:
Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:04:28 (autocalc) [ ADVERSE EVENT
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2. AE ID:
Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:04:28 (autocalc) |3
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

3. Adverse Event:
(If possible specify diagnosis, not i

ndividual symptoms)

Date L ocation User Value Reason

Jan-22-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response

17:38:41 (6) satisfies query

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

Jan-21-2021 ACVOPFEINFP6000 |(B) (4). (B) (6) | Query 1: Answer | dueto hospital
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

19:11:49 (b) (4), ed letter it was

(UTC+01:00) ®) (6) called sepsis.

Sargevo, Skopje, But it was not

Warsaw, Zagreb serious. he had
fever (38.5°C)
and was treated
with
antibiotics.After
ashort time the
lab values are
improved.

Jan-20-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened |wasthisAE a

17:26:28 & sepsis (which

(UTC+01:00) should have

Sargjevo, Skopje, been reported as

Warsaw, Zagreb seriousin my
view) or an
infection? please
verify and , if
needed, update
the AE
definition
accordingly

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

12:04:28 (®) (6) Escherichiacoli s

(UTC+01:00) epsis

Sargjevo, Skopje,

Warsaw, Zagreb

4. Start Date Time:

Date L ocation User Value Reason
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:28 (b) (6) Jan/7/2021 UNK:U
(UTC+01:00) NK
Sargjevo, Skopje,
Warsaw, Zagreb
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:28 (b) (6) NO
(UTC+01:00) End Date Time:
Sargjevo, Skopje,
Warsaw, Zagreb Jan/9/2021 UNK:

UNK

6. Toxicity Grade:
Date Location User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:28 (b) (6) 2
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Frozen

*** Confidential***

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
prevent above outcomes).
Date L ocation User Value Reason
Feb-01-2021 ACVOPFEINFP6000 |Giselle Castillo Query 2: Cl | Response does not
18:05:38 (b) (4) osed satisfy query.
(UTC+01:00) Escalated to CRA.
Sargjevo,
Skopje,
Warsaw,
Zagreb
Jan-28-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: An | | sent a SAE Follow
14:33:52 swered up letter.
(UTC+01:00)
Sargjevo,
Skopje,
Warsaw,
Zagreb
Jan-26-2021 ACVOPFEINFP6000 |Giselle Castillo Query 2: Re | Plsadvise, what was
01:19:20 (b) (4) issued:Open | theclinical basisfor
(UTC+01:00) ed the diagnosis of
Sargjevo, sepsis?
Skopje,
Warsaw,
Zagreb
Jan-23-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: An | patient was already
14:09:49 swered hospitalized. The
(UTC+01:00) patient was only
Sargjevo, treated with
Skopje, antibiotics
Warsaw,
Zagreb
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Frozen
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Jan-22-2021 ACVOPFEINFP6000 |Giselle Castillo Query 2: Op | CLINICAL_ Please

19:18:29 (b) (4) ened clarify if this event

(UTC+01:00) prolonged

Sargjevo, hospitalization, or

Skopje, was associated to

Warsaw, hypotension/required

Zagreb treatment with
vasopressors. Thank
you.

Jan-22-2021 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Cl | Response satisfies

17:39:24 ®) osed query

(UTC+01:00)

Sargjevo,

Skopje,

Warsaw,

Zagreb

Jan-21-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: An || confirm no

19:18:23 swered seriousness criteria.

(UTC+01:00) Patients general

Sargjevo, condition wasnt bad.

Skopje, The sepsiswas

Warsaw, diagnozed only due

Zagreb to thelab values. |
confirm also the
toxicity grading

Jan-20-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Op | please verify

20:22:13 ened /confirm lack of

(UTC+01:00) seriousness and

Sargjevo, toxicity grading,

Skopje, taking into account

Warsaw, that sepsisis usually

Page
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

Zagreb aserious event, as
life-threatening and
requiring
hospitalization

Jan-20-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Ca | please verify

17:24:30 ©) ndidate /confirm lack of

(UTC+01:00) seriousness and

Sargjevo, toxicity grading,

Skopje, taking into account

Warsaw, that sepsisis usually

Zagreb aserious event, as
life-threatening and
requiring
hospitalization

Jan-19-2021 ACVOPFEINFP6000 ((b) (4), (b) (6) Data Entry | Initia Entry

12:04:28 -

(UTC+01:00) NO

Sargjevo,

Skopje,

Warsaw,

Zagreb

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

Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:28 () (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Frozen

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:28 (e NOT RELATED
(UTC+01:00) If Not Related to st
Sargjevo, Skopje, udy treatment(s), th
Warsaw, Zagreb isevent isdueto:
OTHER
If Other, specify
unknown

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
12:04:28 (b) (6) NOT APPLICABLE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:28 (b) (6) YES
(UTC+01:00)
Sargevo, Skopje,
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Site No: 1195

Form Version: 22-Apr-2020 21:02

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Warsaw, Zagreb

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:28 (b) (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

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

Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
12:04:28 (b) (6) RECOVERED/RES

(UTC+01:00) OLVED

Sargjevo, Skopje,

Warsaw, Zagreb

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

Date L ocation User Value Reason
Jan-19-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:04:28 (b) (6) NO

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Category:

Date

L ocation

User

Value

Reason

Feb-10-2021
12:42:46
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE |D:

Date

Location

User

Value

Reason

Feb-10-2021
12:42:46
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
4

Initial Entry

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

Date

L ocation

User

Value

Reason

Feb-15-2021
14:28:40
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb

ACVOPFEINFP6000

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

Query 1: Closed

Response
satisfies query

Feb-15-2021

ACVOPFEINFP6000

(b) (6)

Query 1: Answere

no more
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Header Text: C4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

11:36:06 (b) (4), d information

(UTC+01:00) (0) (6) available,

Sargevo, Skopje,

Warsaw, Zagreb

Feb-12-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened | clinical: pls

17:43:59 ©6) advise f this

(UTC+01:00) was dx by

Sargjevo, Skopje, EKG or other

Warsaw, Zagreb monitoring and
if AE can be
updated to a
more specific
term eg sinus
tachycardiavs
other
arrhythmia.
Alsowas AE
continuous
during time
period or
intermittent?
Thanks

Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:42:46 (0)(6) Tachycardia

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

4. Start Date Time:

Date Location User Value Reason
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:42:46 (®) (6) Jan/21/2021 UNK:U
(UTC+01:00) NK
Sargjevo, Skopje,
Warsaw, Zagreb
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:42:46 (b) (6) NO
(UTC+01:00) End Date Time:
Sargjevo, Skopje,
Warsaw, Zagreb Jan/28/2021 UN

K:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:42:46 (®) (6) 1
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
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Form Version: 22-Apr-2020 21:02

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

to:
OTHER

If Other, specif

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
prevent above outcomes).
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:42:46 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
8. Isthis adverse event theresult of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
12:42:46 () NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Transcription
12:44:45 (b) (6) NOT RELATED | Error
(UTC+01:00) If Not Related to
Sargjevo, Skopje, study treatment(s)
Warsaw, Zagreb , thisevent is due
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
y:
unknown
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:42:46 (b) (6) RELATED
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:42:46 (Dy(6) NOT APPLICABLE
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:42:46 () YES
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
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Site No: 1195

Form Version: 22-Apr-2020 21:02

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) 4)
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:42:46 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:42:46 (b) (6) RECOVERED/RES
(UTC+01:00) OLVED
Sargjevo, Skopje,
Warsaw, Zagreb
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:42:46 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Category:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:44:22 (autocalc) | ADVERSE EVENT
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2. AE ID:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:44:22 (autocalc) |5
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:44:22 (£)(6) leg oedema
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb

4. Start Date Time:
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Site No: 1195

Form Version: 22-Apr-2020 21:02

Subject No: 11951006

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
12:44:22 (b) (6) Feb/UNK/2021 UN
(UTC+01:00) K:UNK
Sargjevo, Skopje,
Warsaw, Zagreb
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
12:44:22 (b) (6) NO
(UTC+01:00) End Date Time:
Sargevo, Skopje,
Warsaw, Zagreb Feb/8/2021 UNK

‘UNK

6. Toxicity Grade:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:44:22 (b) (6) 1
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:44:22 (b) (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

8. Isthis adverse event theresult of a study Medication Error?

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

Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
12:44:22 (b) (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
12:44:22 (b) (6) NOT RELATED

(UTC+01:00) If Not Related to st

Sargjevo, Skopje, udy treatment(s), th

Warsaw, Zagreb isevent isdueto:

OTHER
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Form Version: 22-Apr-2020 21:02

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
If Other, specify
unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:44:22 () NOT APPLICABLE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
11. Was a Concomitant Medication given?
Date Location User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:44:22 (b) (6) YES
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:44:22 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Frozen

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:44:22 () RECOVERED/RES
(UTC+01:00) OLVED
Sargjevo, Skopje,
Warsaw, Zagreb
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:44:22 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Category:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:45:53 (autocalc) [ ADVERSE EVENT
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2. AE ID:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:45:53 (autocalc) |6
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response
13:37:52 satisfies query
(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

Feb-11-2021 ACVOPFEINFP6000 | auto query Query 1: Answere | Transcription
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

10:19:01 (autoquery) d Error

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

Feb-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription

10:19:01 (®) (8) Decubitus ulcer le | Error

(UTC+01:00) ft heel

Sargjevo, Skopje,

Warsaw, Zagreb

Feb-10-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1. Opened |CLINQUERY-

18:58:40 Please review

(UTC+01:00) the medical

Sargjevo, Skopje, term used, did

Warsaw, Zagreb you mean
"decubitus
ulcer” of left
heel or anything
else? thank you
for the
clarification

Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:45:53 (b) (6) Decubitus left hee

(UTC+01:00) I

Sargevo, Skopje,

Warsaw, Zagreb

4, Start Date Time:

Date L ocation User Value Reason

Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:45:53 (b) (6) Feb/UNK/2021 UN
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
(UTC+01:00) (b) (4), (b) (6) | K:UNK
Sargjevo, Skopje,
Warsaw, Zagreb

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:45:53 (®) (6) YES

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

6. Toxicity Grade:

Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:45:53 () (6) 2

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

7. 1 sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:45:53 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:45:53 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:45:53 (b) (6) NOT RELATED
(UTC+01:00) If Not Related to st
Sargjevo, Skopje, udy treatment(s), th
Warsaw, Zagreb isevent isdueto:

OTHER

If Other, specify

unknown
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Form Version: 22-Apr-2020 21:02

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:45:53 () NOT APPLICABLE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
11. Was a Concomitant Medication given?
Date Location User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:45:53 (b) (6) NO
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:45:53 (b) (6) YES
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

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

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:45:53 (b) (6) RECOVERING/RE
(UTC+01:00) SOLVING
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Feb-10-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:45:53 (®) (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Category:
Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:03:55 (autocalc) | ADVERSE EVENT
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
2. AE ID:
Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:03:55 (autocalc) |7
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

Date L ocation User Value Reason
Feb-25-2021 ACVOPFEINFP6000 |Gisdlle Query 1: Closed Response
18:39:33 Castillo satisfies query
(UTC+01:00) (b) (4)

Sargevo, Skopje,

Warsaw, Zagreb

Feb-25-2021 ACVOPFEINFP6000 |(b) (6) Query 1: Answere | the entered
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1195
Subject No: 11951006

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen
Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
15:02:13 (b) (4), d diagnosisis
(UTC+01:00) (®) (6) correct. it wasa
Sargjevo, Skopje, wound healing
Warsaw, Zagreb disturbance.
Feb-24-2021 ACVOPFEINFPE000 |Giselle Query 1: Reissued | Thank you for
21:17:19 Cadtillo :Opened confirming. Per
(UTC+01:00) (b) (4) FU letter, the
Sargjevo, Skopje, event described
Warsaw, Zagreb isa
"BLEEDING
ON
DRAINAGE".
If accurate, pls
update the
event term
accordingly on
CRFandin
Safety report.
Thanks
Feb-17-2021 ACVOPFEINFPE000 | (b) (4), Query 1: Answere || will sent a
12:52:30 (b) (6) d Follow up
(UTC+01:00) letter.
Sargjevo, Skopje,
Warsaw, Zagreb
Feb-17-2021 ACVOPFEINFP6000 |Giselle Query 1: Opened | Medicd
11:51:34 Cadtillo Monitor_
(UTC+01:00) (b) (4) would you pls
Sargjevo, Skopje, specify what
Warsaw, Zagreb kind of
disturbance was
it? If related to
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

delayed closure,
infection,
kindly revise
and update
event term.
Thanks.

Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

13:03:55 ) (6) post operative wo

(UTC+01:00) und healing distur

Sargjevo, Skopje, bance

Warsaw, Zagreb

4. Start Date Time:

Date L ocation User Value Reason

Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

13:03:55 (b) (6) Feb/11/2021 UNK

(UTC+01:00) UNK

Sargjevo, Skopje,

Warsaw, Zagreb

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Feb-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New

10:28:38 (b) (6) NO Information

(UTC+01:00) End Date Time:

Sargjevo, Skopje,

Warsaw, Zagreb Feb/16/2021 U

NK:UNK
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Feb-12-2021 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
13:03:55 N YES
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

6. Toxicity Grade:

Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:03:55 ®) (6) 2

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

7. | sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.

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

090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 |Giselle Query 2: Closed Response
13:09:58 Castillo satisfies query
(UTC+01:00) (b) (4)

Sargjevo, Skopje,

Warsaw, Zagreb

Mar-01-2021 ACVOPFEINFP6000 |(b) (6) Query 2: Answere | please explain
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

16:23:27 (b) (4), d more what

(UTC+01:00) ®) (6) information

Sargjevo, Skopje, you need

Warsaw, Zagreb

Feb-26-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Reissued: | Response does

17:14:59 Opened not satisfy

(UTC+01:00) query

Sargjevo, Skopje,

Warsaw, Zagreb

Feb-26-2021 ACVOPFEINFPE000 |Giselle Query 2: Reissued: | Response does

01:07:06 Cadtillo Candidate not satisfy

(UTC+01:00) (b) (4) query

Sargjevo, Skopje,

Warsaw, Zagreb

Feb-24-2021 ACVOPFEINFP6000 | (b) (4), Query 2: Answere | Original value

11:42:30 (0)i(6) d is correct

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

Feb-23-2021 ACVOPFEINFPE000 |Giselle Query 2: Reissued: | Please provide

17:26:35 Castillo Opened afuture date

(UTC+01:00) (b) (4) for aFUp form

Sargjevo, Skopje, with the

Warsaw, Zagreb information
requested so |
can close the
guery. Thanks

Feb-22-2021 ACVOPFEINFP6000 | (b) (4), Query 2: Answere |what do you

15:14:41 (0) (6) d mean

(UTC+01:00)
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Sargevo, Skopje,

Warsaw, Zagreb

Feb-19-2021 ACVOPFEINFP6000 |Giselle Query 2: Reissued: | Please

18:03:56 Castillo Opened elaborate

(UTC+01:00) (b) (4)

Sargjevo, Skopje,

Warsaw, Zagreb

Feb-17-2021 ACVOPFEINFP6000 | (b) (4), Query 2: Answere | of course

12:52:52 (b) (6) d

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Feb-17-2021 ACVOPFEINFP6000 |Giselle Query 2: Opened | Medica

11:52:51 Cadtillo Monitor_

(UTC+01:00) (b) (4) AER#

Sargevo, Skopje, 2021153609.

Warsaw, Zagreb Pls provide
further
information on
workup
performed
during hospital
stay inaFU
form. Thanks

Feb-15-2021 ACVOPFEINFP6000 | auto query Query 1: Deleted | Close Auto

09:46:42 (autoquery) Query

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

Feb-12-2021 ACVOPFEINFP6000 | auto query Query 1: Candidat | For AE post

13:03:55 (autoquery) e operative

(UTC+01:00) wound healing

Sargjevo, Skopje, disturbance:

Warsaw, Zagreb Response to
"Isthe adverse
event serious?'
is'Yes but
"Serious
Adverse Event
Number" is
blank.

Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

13:03:55 () YES

(UTC+01:00) Isthis serious eve

Sargjevo, Skopje, nt associated wit

Warsaw, Zagreb h congenital ano

maly or birth def
ect?

NO

Did this serious e
vent result in deat
h?

NO

Did this serious e
vent require or pr
olong hospitalizat
ion?
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Frozen
Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

YES

Did this serious e
vent result in pers
istent or significa
nt disability/inca
pacity?

NO

Isthis serious eve

nt life threatening
?

NO
Other medically i
mportant serious

event

NO

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

Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:03:55 (£)(6) NO

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Form Version: 22-Apr-2020 21:02

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Frozen

Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:03:55 () NOT RELATED
(UTC+01:00) If Not Related to st
Sargjevo, Skopje, udy treatment(s), th
Warsaw, Zagreb isevent isdueto:
OTHER
If Other, specify

due to surgery

pancreatic Ade

nocarcinoma
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
13:03:55 (b) (6) NOT APPLICABLE
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:03:55 (b) (6) NO
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1195
Subject No: 11951006

Generated By:
(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Frozen

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb

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

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:03:55 (b) (6) NO

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

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

Date L ocation User Value Reason

Feb-18-2021 ACVOPFEINFP6000 | auto query Query 1: Clo | Close Auto Query
16:00:06 (autoquery) sed

(UTC+01:00)

Sargjevo,

Skopje,

Warsaw, Zagreb

Feb-18-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: | New Information
16:00:06 (b) (6) RECOVERE

(UTC+01:00) D/RESOLVE

Sargjevo, D

Skopje,

Warsaw, Zagreb

Feb-18-2021 ACVOPFEINFP6000 | auto query Query 1: Ope | For AE post operative
10:28:38 (autoquery) ned wound healing
(UTC+01:00) disturbance: Response
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Site No: 1195

Form Version: 22-Apr-2020 21:02

Subject No: 11951006

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Frozen

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)

Sarajevo, to "What was the

Skopje, outcome of this

Warsaw, Zagreb adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
IS present.

Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: | Initia Entry

13:03:55 (ORE) RECOVERI

(UTC+01:00) NG/RESOL

Sargjevo, VING

Skopje,

Warsaw, Zagreb

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

*** Confidential***

Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:03:55 (b) (6) NO
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Feb-15-2021 ACVOPFEINFP6000 | (b)(4),(b) |DataEntry: Initial Entry
09:46:42 (6) 2021153609
(UTC+01:00)
Sargevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Dec-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:06:46 (b) (6) Dec/1/2020

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

2. Phase of Disposition:

Date Location User Value Reason
Dec-02-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:06:46 (autocalc) [ VACCINATION

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

3. Status:

Date L ocation User Value Reason
Dec-02-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
14:06:46 (b) (6) COMPLETED

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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Header Text: C4591001
Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History

Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:31:33 [Dige) Jan/25/2021
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
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Header Text: C4591001

Vigit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Unscheduled

Form Version: 10-Dec-2020 02:25

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1195) Medizentrum Essen Borbeck
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

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

Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
16:31:46 ()6) Participant iswilling t

(UTC+01:00) o return for Vaccinatio

Sargjevo, Skopje, n3

Warsaw, Zagreb Participant is:

eligibleand NOT ¢
onfirmed to havere
ceived only placeb
0 at Vaccination 1/
2
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Header Text: C4591001
Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History
Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Frozen, Verified
Site No: 1195 Site Name: (1195) Medizentrum Essen Borbeck
Subject No: 11951006 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 12:55
(b) (4)
Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:31:21 ®) (6) Jan/25/2021

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
16:31:21 () (6) ASSESSELIGIBILIT

(UTC+01:00) Y FOR ADDITIONA

Sarajevo, Skopje, L VACCINATION

Warsaw, Zagreb
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Header Text: C4591001

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

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Subject Status

Date L ocation User Value Reason
Dec-02-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:06:46 (autocalc) | FOLLOW-UP

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:35:33 (autocalc) | ENROLLED/RANDO

(UTC+01:00) MIZED

Sargjevo, Skopje,

Warsaw, Zagreb

Oct-15-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
18:33:31 (autocalc) | SCREENED

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

2. Subject Status Date

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response
16:27:24 ®) satisfies query
(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Dec-11-2020 ACVOPFEINFP6000 |(b) (6) Query 1: Answered |aCovid
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

SiteNo: 1195 Site Name: (1195) Medizentrum Essen Borbeck

Subject No: 11951006 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 12:55

(b) (4)

08:06:16 (b) (4), llIness Visit

(UTC+01:00) (0)i(6) was done on

Sargjevo, Skopje, 10Dec2020

Warsaw, Zagreb

Dec-10-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened the patient

18:34:17 ®) reported a

(UTC+01:00) COovID

Sargjevo, Skopje, symptom in

Warsaw, Zagreb the illness
diary on
Dec.10th: is
an in person
illness visit or
telehealth visit
going to be
performed?

Dec-02-2020 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

14:06:46 (autocalc) Dec/1/2020

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb

Oct-15-2020 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

18:35:33 (autocalc) Oct/15/2020

(UTC+01:00)

Sargevo, Skopje,

Warsaw, Zagreb

Oct-15-2020 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

18:33:31 (autocalc) Oct/15/2020

(UTC+01:00)

Sargjevo, Skopje,

Warsaw, Zagreb
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090177e196ae2f98\Final\Final On: 01-Apr-2021 03:47 (GMT)

Header Text: C4591001

Vigit: Investigator Signature -

Unscheduled

Form Version: 22-Apr-2020 21:04

Site No: 1195

Subject No: 11951006

Generated By:
(b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Status: Data Complete, Signed, Verified

Site Name: (1195) Medizentrum Essen Borbeck

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:58:33 ®) ©) Click Here to Enabl

(UTC+01:00) e

Sargjevo, Skopje,

Warsaw, Zagreb

Page 528 of 528

*** Confidential***
FDA-CBER-2021-5683-0946680






