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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 10-Oct-2020 16:01
SiteNo: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: COHORT SELECTION
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

Cohort Selection

option is equivalent to PHASE 2/3.

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3

*** Confidential***

1. | Select appropriate response - Protocol | 08 SEP 2020
version
2. | Select appropriate response - What STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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/19/2020

Page 2 of 416

*** Confidential***
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [11941058]
2. | Birth Date: UNK/UNK/1970
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): WHITE
6. | Racia Designation:
Page 3 of 416
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Oct/19/2020
2. | Erroneous Visit
Page 4 of 416

*** Confidential***
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Site

Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 10-Oct-2020 16:00

No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Form Comments

Inclusion Criteria Not Met

*** Confidential***

1 || Descri ption of Inclusion Criterion Not Applicable
Not Met
Exclusion Criteria Met
2. || Descri ption of Exclusion Criterion | Not Applicable
Met
Page 5 of 416
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation Oct/19/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 416

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Medical History Details

la

Line/MH Number:

(1]

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

[Arteriad Hypertension]

Start Date: UNK/UNK/2005
Ongoing: YES
1b || Ling/MH Number: [2]
Disease/Syndrome/Surgery [Uterus myoma]
/Non-Drug Allergies/Drug Allergies:
Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
Aug/UNK/2019

1.c

Line/MH Number:

(3]

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

[Alopecia arreatad]

Start Date:

Mar/UNK/2017

Ongoing:

YES

1d

Line/MH Number:

(4]

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

[Hashimoto Thyreoiditis)

Start Date:

UNK/UNK/2015

Ongoing:

YES

le

Line/MH Number:

(9]

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

[av reentry tachykardie]

Start Date: Jun/UNK/2011
Ongoing: NO
End Date:
Jul/UNK/2011
Page 7 of 416
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

11 1| Line/MH Number: [6]
Disease/Syndrome/Surgery [Postmenopausal]
/Non-Drug Allergies/Drug Allergies:

Start Date: Mar/UNK/2018
Ongoing: YES
Page 8 of 416
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:57
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: HIV STATUS

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

eCRF Audit Trail History

HIV Status

1.

Select appropriate response - What is
the subject HIV status?

The subject isNOT known to be HIV POSITIVE

*** Confidential***

Page 9 of 416

FDA-CBER-2021-5683-0820487




Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS- BASELINE

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials; ---

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

eCRF Audit Trail History

Vital Signs

1. |Date: Oct/19/2020
2. | Weight: [69.2]

3. | Unit: kg

4. | Height: [173.0]

5. | Unit: cm

6. | Body Mass Index: [23.1]

Vital Signs Details

7.a

Record Identifier: 1
Temperature: [36.8]
Unit: C
Temperature Location: EAR

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)
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*** Confidential***
FDA-CBER-2021-5683-0820488



090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pand: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Oct/19/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 11 of 416
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Disposition
1. | Randomization Date : Oct/19/2020
2. | Randomization Number: [109925]
3. | Randomization Group: []
Page 12 of 416

*** Confidential***
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Site

Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

*** Confidential***

eCRF Audit Trail History
Electronic Sample Tracking
1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/19/2020
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample 1D | [BNB31]
5b ‘ Sample ID ’ [BN8J52]
5c ‘ Sample ID ‘ [BNMD5L]
5d ‘SampIeID ’[BNMDSM]
Page 13 of 416
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site

No: 1194

Subject No: 11941058

Gen

erated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCR

F Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/19/2020
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BN8JAY]
Page 14 of 416

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Oct/19/2020 15:41
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least YES
the protocol specified observation
period after investigational product
administration?
Page 15 of 416
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

eCRF Audit Trail History

Reactogenicity Diary

1.

Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT

Page 16 of 416

*** Confidential***
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Nov/10/2020
2. | Erroneous Visit
Page 17 of 416
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medicationsto treat fever/pain NO
given on the last day the Subject Diary
was completed?
2a || symptom: FEVER
Were fever or systemic symptoms NO
present on the last day the Subject
Diary was completed?
2b || symptom: FATIGUE
Were fever or systemic symptoms YES
present on the last day the Subject Ongoing?
Diary was completed? NO
Stop Date:
Oct/25/2020
2. || symptom: HEADACHE
Were fever or systemic symptoms | YES
present on the last day the Subject Ongoing?
Diary was completed? NO
Stop Date:
Oct/25/2020
24 || symptom: CHILLS
Were fever or systemic symptoms NO
present on the last day the Subject
Diary was completed?
2.2 || symptom: VOMITING
Were fever or systemic symptoms NO
present on the last day the Subject
Diary was completed?
21 || symptom: DIARRHEA
Were fever or systemic symptoms NO
present on the last day the Subject
Diary was completed?
Page 18 of 416
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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: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
29 Symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic symptoms NO
present on the last day the Subject
Diary was completed?
2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic symptoms NO
present on the last day the Subject
Diary was completed?
3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: RIGHT
5a || |njection Site Reaction: REDNESS
Were injection site reactions present | NO
on the last day the Subject Diary was
completed?
5b || Injection Site Reaction: SWELLING
Were injection site reactions present | NO
on the last day the Subject Diary was
completed?
5 || Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions present | NO
on the last day the Subject Diary was
completed?

*** Confidential***
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs
1. | Date: Nov/10/2020
Vital Signs Details
2.2 || Record Identifier: 1
Temperature: [36.2]
Unit: C
Temperature Location: EAR
Page 20 of 416
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pand: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Nov/10/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 21 of 416
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Header Text: C4591001
Visit: V2_VAX2_L
Form Version: 22-Apr-2020 21:03

Site

No: 1194

Subject No: 11941058

Gen

erated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCR

F Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/10/2020
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BNSHNS]
Page 22 of 416
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Nov/10/2020 13:00
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least YES
the protocol specified observation
period after investigational product
administration?
Page 23 of 416
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Header Text: C4591001

Visit: V3_ MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATEOF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Dec/8/2020
2. | Erroneous Visit
Page 24 of 416
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 10-Oct-2020 16:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
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 completed?

NO

2b

Symptom:

FATIGUE

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

NO

2c

Symptom:

HEADACHE

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

NO

2d

Symptom:

CHILLS

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

NO

2.e

Symptom:

VOMITING

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

NO

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

*** Confidential***
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Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2 L

Form Version: 10-Oct-2020 16:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic symptoms NO
present on the last day the Subject
Diary was completed?
3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: RIGHT
5a || |njection Site Reaction: REDNESS
Wereinjection site reactions present | NO
on the last day the Subject Diary was
completed?
5b || |njection Site Reaction: SWELLING
Were injection site reactions present | NO
on the last day the Subject Diary was
completed?
5.c

Injection Site Reaction:

PAIN AT INJECTION SITE

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

completed?

NO
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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/8/2020
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa ‘SampIeID ‘[BNSHVJ]
5b ‘SampleID ’[BNSHVK]
5c ‘SampIeID ‘[BNMDDO]
5d ‘SampleID ’[BNMDDl]
Page 27 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

Date of Visit

1. |Dateof Visit Feb/8/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 lliness Visit: COVID_A

Page 28 of 416
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton ~ Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Feb/08/2021
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
eCRF Audit Trail History
Signsand Symptoms
1. | Date of Assessment: Feb/8/2021
2. | Date of First Symptom Started: Feb/3/2021
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Feb/11/2021
Symptoms
4.a || symptoms: FEVER
Was symptom present? YES
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? YES
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
41 || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 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
Page 29 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Feb/08/2021
Form Version: 14-Jan-2021 02:23
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Sa ‘ Symptoms - Other Text:

I8

5b ‘ Symptoms - Other Text:

I3

5¢ ‘ Symptoms - Other Text:

Page 30 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

*** Confidential***

4 Date of Collectio | Specimen Typ | Specimen Collection Locati | Assay Code and Descripti | Device Typ Form I nstance
n e on on e
1. [ Not Done Not Done Not Done Not Done Not Done | Repeating Pages
Page 31 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection: Not Done Comments
I
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Comments/Findings/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
Page 32 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Feb/08/2021

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or sample | [performed on site]
was not collected according to
protocol, please provide reason:
Aliguot
Please enter barcode for each aliquot.
5.
Sample ID [1
Page 33 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Feb/08/2021

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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:
Feb/8/2021
4, | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sampleD [BN15JM]
Page 34 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 14-Jan-2021 02:24
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts:

NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

1lc

Physician or Healthcare
Professional:

PRIMARY CARE PHY SICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Health Care Utilization

3.

Has the subject been hospitalized due

to potential COVID-19 iliness?

NO

*** Confidential***

Page 35 of 416
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Header Text: C4591001

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

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Treatment I dentifi

Con Non-Drug Treatments Pre-speci

# . Treatment Treatment Start Date | Form Instance
er fied
1. | Not Applicable Not Applicable Not Applicabl | Not Applicabl | Not Applicabl | Repeating Pages
e e e
Page 36 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton = Form: RESPIRATORY TREATMENT
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

1. | What isthe treatment Identifier? Not Applicable Comments
[]

2. | Concomitant Non-drug Treatment Not Applicable Comments

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments

Page 37 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: ILLNESS DETAILS
Feb/08/2021

Form Version: 06-Jul-2020 21:52
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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 for Potential | NO
COVID-19 lliness?
3. | Toxicity Grade: 2
Page 38 of 416

*** Confidential***
FDA-CBER-2021-5683-0820516




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

*** Confidential***

# | Category of Clinical Event: | Subcategory of Clinical Event | Diagnosis Obtained | Toxicity Grade | Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Repeating Pages
Page 39 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 17-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments
2. | Subcategory of Clinical Event: Not Applicable Comments
3. | Was adiagnosis obtained? Not Applicable Comments
4. | Toxicity Grade: Not Applicable Comments

Page 40 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

*** Confidential***

Category for La | Vendor Na | Collection | Specimen Form Instanc
# b Test me Date: Type Lab Result e
1. | Not Applicable | Not Applic | Not Applica | Not Applic Sponsor-Defined Id et Result: Repeating
able ble able entifier : : Pages
Not Applicable Not Applic [Not Applic
able able
Not Applicable Not Applic [Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic [Not Applic
able able
Not Applicable Not Applic [Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic [Not Applic
able able
Page 41 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

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

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. | Lab Panel: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
I
4. | Specimen Type: Not Applicable Comments
Lab Result
Sa Sponsor 1D: Not Applicable Comments
[]
Test: C Reactive Protein_PX329
Resullt: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 42 of 416
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Feb/08/2021
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
5b Sponsor 1D: Not Applicable Comments
[]
Test: Alanine Aminotransferase PX30
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5c Sponsor 1D: Not Applicable Comments
[]
Test: Aspartate Aminotransferase PX28
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 43 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021
Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

5d Sponsor 1D: Not Applicable Comments

[]

Test: Alkaline Phosphatase_PX35

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

Se Sponsor 1D: Not Applicable Comments

[]

Test: Bilirubin_PX21

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

Page 44 of 416
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Feb/08/2021
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
S5f Sponsor 1D: Not Applicable Comments
[]
Test: Blood Urea Nitrogen_PX47
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
59 Sponsor 1D: Not Applicable Comments
[]
Test: Creatinine_PX48
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1
Form Version: 10-Oct-2020 16:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Category for L | Vendor Name (D | Collection | Specimen Form Instanc
1 abTest ERIVED) Date: Type Lab Result e
1. | Not Applicable | Not Applicable Not Applic | Not Applic Sponsor-Defined Repeating

able ale I dentifier Test: | Result: Pages
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable

Not Applicable Not Appli | Not Appli
cable cable
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

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

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

*** Confidential***

1. | Lab Panel: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
I
4. | Specimen Type: Not Applicable Comments
Lab Result
Sa Sponsor 1D: Not Applicable Comments
[]
Test: Hemoglobin_PX1
Resullt: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 47 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021
Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

5b Sponsor 1D: Not Applicable Comments

[]

Test: Hematocrit_PX2

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

5c Sponsor 1D: Not Applicable Comments

[]

Test: Erythrocytes PX3

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

Page 48 of 416
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Feb/08/2021
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
5d Sponsor 1D: Not Applicable Comments
[]
Test: Platelets PX5
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Se Sponsor 1D: Not Applicable Comments
[]
Test: Leukocytes PX7
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 49 of 416
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021
Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

S5f Sponsor 1D: Not Applicable Comments
[]
Test: Neutrophils_PX608
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
59 Sponsor 1D: Not Applicable Comments
[]
Test: Eosinophils_PX609
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Feb/08/2021
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
5h Sponsor 1D: Not Applicable Comments
[]
Test: Monocytes PX612
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Si Sponsor 1D: Not Applicable Comments
[]
Test: Basophils_PX610
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

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

Feb/08/2021
Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

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

5] Sponsor 1D: Not Applicable Comments
[]
Test: Lymphocytes PX611
Resullt: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 15:59
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

*** Confidential***

# Date: Vital Signs Details Form Instance
1. |Feb/8/2021 Record | dentifier: Systalic: Diastolic: Repeating Pages
1 147 103
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: VITAL SIGNS- COVID
Feb/08/2021

Form Version: 10-Oct-2020 15:59

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Vital Signs

1. | Date: Feb/8/2021

Vital Signs Details

22 || Record Identifier: 1
Systalic: [147]
Diastalic: [103]
Respiratory Ratein [14]
respirations/minute;
Heart Rate in beatsminute: [75]
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

*** Confidential***

# Date: Vital Signs Details Form Instance
1 |Feb/g/2021 Record | dentifier: Oxygen Saturation Repeating Pages
1 98.0
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR
Feb/08/2021

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Feb/8/2021

Vital Signs Details

2.8 || Record Identifier: 1

SPO2 Pulse Oximetry % [98.0]

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Page 56 of 416

*** Confidential***
FDA-CBER-2021-5683-0820534




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

# Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen) Form Instance

1. | Not Applicable

Not Applicable

Not Applicable Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:52
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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 Applicable Comments
1
2. | Arteria Blood Gases PaO2 (mmHg): | Not Applicable Comments
[]
3. | FiO2 (Fraction of Inhaled Oxygen): Not Applicable Comments
[]
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

*** Confidential***

Sponsor -Defined Ide | Category for Medi | Concomitant Medications Pre | Name of Medic Form Instanc
# s . - . Start Date
ntifier cation -gpecified ation e
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Not Applica Repeating
ble Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021
Form Version: 06-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. | What isthe medication identifier? Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4. | Medication: Not Applicable Comments
Provide the complete generic drug []
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Start Date: Not Applicable Comments
I
6. | Ongoing? Not Applicable Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: IMAGING

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

*** Confidential***

# Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: IMAGING

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
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 Applicable Comments
I
2. | Location of Assessment: Not Applicable Comments
3. | Type of Imaging Exam: Not Applicable Comments
4. | Assessment: Not Applicable Comments
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Header Text: C4591001

on Mar/08/2021
Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

*** Confidential***

Date of Visit

1. |Dateof Visit Mar/8/2021

2. | Erroneous Visit

COVID-19 IllIness Visit

3. | COVID-19 IlIness Visit: COVID_A1l
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
on Mar/08/2021

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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:
Mar/8/2021
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
>a ‘ Sample ID ’ [BN15LM]
5b ‘ Sample 1D ’ [BN15LN]
5¢ ‘ Sample ID ’ [BNMPNK]
5d ‘ Sample ID ’ [BNMPNL]
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Header Text: C4591001

Unscheduled Visit

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New

Form Version: 10-Oct-2020 15:57

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Electronic Sample Tracking

1.

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID
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Visit: Logs

Site No: 1194

Header Text: C4591001

Form Version: 22-Apr-2020 21:02

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

AE ldentif

Isthe Adverse Event Still O

Feb/11/2021 UNK:UNK

# Category Adverse Event Start Date . Form Instance
ier ngoing
1. |ADVERSEEV |1 Pain at injection site Jan/12/2021 20:00 | NO Repesating
ENT End Date Time: Pages
Feb/15/2021 UNK:UNK
2.|ADVERSEEV |2 Pain at injection site Feb/4/2021 UNK: | NO Repesating
ENT UNK End Date Time: Pages
Feb/11/2021 UNK:UNK
3.|ADVERSEEV |3 Headache Feb/3/2021 20:00 | NO Repeating
ENT End Date Time: Pages
Feb/11/2021 UNK:UNK
4. | ADVERSEEV (4 Swelling lymph node (axill | Feb/4/2021 UNK: | NO Repeating
ENT ar right) UNK End Date Time: Pages
Feb/11/2021 UNK:UNK
5.|ADVERSEEV |5 Pain at thumb base joint Feb/4/2021 UNK: | NO Repeating
ENT UNK End Date Time: Pages

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Pain at injection site]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Jan/12/2021 20:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Feb/15/2021 UNK:UNK
6. | Toxicity Grade: 2
7. |Isthe adverse event serious? NO
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).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | RELATED
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of thisadverse | RECOVERED/RESOLVED
event?:
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: For [1
Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Subject No: 11941058
Generated By: (b) (4)

Forschung
Subject Initials; ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Pain at injection site]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Feb/4/2021 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Feb/11/2021 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
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).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | RELATED
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: For [1
Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Subject No: 11941058
Generated By: (b) (4)

Forschung
Subject Initials; ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Headache]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Feb/3/2021 20:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Feb/11/2021 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
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).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | RELATED
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: For [1
Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Subject No: 11941058
Generated By: (b) (4)

Forschung
Subject Initials; ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Swelling lymph node (axillar right)]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Feb/4/2021 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Feb/11/2021 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
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).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | RELATED
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: For [1
Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Subject No: 11941058
Generated By: (b) (4)

Forschung
Subject Initials; ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [Pain at thumb base joint]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Feb/4/2021 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Feb/11/2021 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
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).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | RELATED
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: For [1
Pfizer Use Only
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Header Text: C4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

Categor | Medication Err | Start Dat | Isthe medication error Still Ongo | Study Medication Errors Act
# . . Form Instance
y or e ing ion
1. Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

Medication Error

1

Category:

2.

Medication Error (Type of Medication
Error):

Start Date:

I

Is the medication error still ongoing?

Latest Action Taken with Study
Treatment:

Was a Concomitant Medication given?

Was aNon-Drug Treatment given?

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

Was this 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: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

4 Sponsor-l_:)gﬂnedlde Category_forMedlc Concomitant M_e_ollcatlonsPreL Namequedlc Start Date | Eorm Instance
ntifier ation specified ation
1.1 VACCINATIONS NO Influvac tetra Nov/25/20 Repeating
20 Pages
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Header Text: C4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. | What isthe medication identifier? [1]
2. | Category: VACCINATIONS
3. | Concomitant Medications NO
Pre-specified:
4. | Medication: [Influvac tetra)]

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

5. | Date: Nov/25/2020
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Header Text: C4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

4 Sponsor-Defined Ide | Category for Medi | Concomitant Medications Pre | Name of Medic | Dose Descrip | Form Instanc
ntifier cation -specified ation tion e
1. Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

Concomitant Medications

1. | What isthe medication identifier? [1
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [

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

Dose: [1

Dose Unit:

Dose Freguency:

Route:

©|®| N | u

Start Date: 1

10. | Ongoing?
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

# | Category | Treatment Identifier

Con Non-Drug Treatments Pre-specified | Treatment | Start Date | Form Instance

1

Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? [1

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

4. | Treatment: [1

5. | Start Date: I

6. | Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

# Transfusion Type Date of Transfusion Form Instance
1 Repeating Pages
Page 86 of 416

*** Confidential***
FDA-CBER-2021-5683-0820564




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: TRANSFUSIONS
Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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 1 - Unscheduled Visit on
Feb/03/2021

Form Version: 22-Apr-2020 21:02
SiteNo: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATEOF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. |Dateof Visit Feb/3/2021
2. | Erroneous Visit
Page 88 of 416

*** Confidential***
FDA-CBER-2021-5683-0820566




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: Unplanned 1 - Unscheduled Visit on
Feb/03/2021

Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Unplanned Assessments

1. | Assessments

CONTACT OUTCOME

*** Confidential***
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Header Text: C4591001

Visit: Unplanned 1 - Unscheduled Visit on
Feb/03/2021

Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONTACT OUTCOME - UNPLANNED

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

Contact Outcome

1. | Contact Type:

TELEPHONE VISIT

2. | Was contact made?

YES

Date of Contact:
Feb/3/2021

Contact Outcome:
VISIT NOT REQUIRED, INVESTIGATOR DECISION

3. | Comments:

[Vaccination reaction:
Headache (moderate), Fever (37.7 degrees), Chills (moderate), pain at injection site
(moderate)]
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Site No: 1194

Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 22-Apr-2020 21:02

Subject No: 11941058
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:16

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP
Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature Location:
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Lab Urinalysis

1. | Lab Pand:

Lab Sub-Panel:

I

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

5. | Specimen Type:

Lab Result

6. Sponsor ID:

Test:

Result:

Not Done:

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 10-Dec-2020 02:26
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VACCINATION
Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Vaccination

1. | Wasthere atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

©|l O | N || &N

Unit:

=
o

Timeframe Subject Was Observed

[
=

Was the subject observed for at |east
the protocol specified observation
period after investigational product
administration?
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 15:57

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Dec/8/2020
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [1
Page 97 of 416

FDA-CBER-2021-5683-0820575




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT
Form Status: Data Complete, Frozen, Verified

Form Version: 22-Apr-2020 21:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Jan/11/2021
2. | Erroneous Visit
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Header Text: C4591001

Form Version: 10-Dec-2020 02:25
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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 is willing to return for Vaccination 3
Participant is:
eligible per local/national recommendations and confirmed to have received only
placebo at Vaccination 1/2

*** Confidential***
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Header Text: C4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

Disposition - Follow-Up

1. | Date of Completion/Discontinuation | //
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [1
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATEOF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Jan/12/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION

Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Jan/12/2021
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Site

Header Text: C4591001
Visit: V101 VAX3
Form Version: 10-Dec-2020 02:30

No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION
Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Form Comments

Inclusion Criteria Not Met

*** Confidential***

1 || Descri ption of Inclusion Criterion Not Applicable
Not Met
Exclusion Criteria Met
2. || Descri ption of Exclusion Criterion | Not Applicable
Met
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Completion/Discontinuation | Jan/12/2021
/Death :
2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. | Lab Pand: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Jan/12/2021
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
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Header Text: C4591001
Visit: V101_VAX3
Form Version: 22-Apr-2020 21:03

Site

No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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/12/2021
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a ’ Sample 1D ‘ [BN15CY]
5b ‘ Sample ID ’ [BN15CZ]
5c ‘ Sample ID ‘ [BNMPKK]
5d ‘ Sample ID ’ [BNMPKL]
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Site

Gen

Header Text: C4591001
Visit: V101_VAX3
Form Version: 22-Apr-2020 21:03

No: 1194

Subject No: 11941058

erated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCR

F Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/12/2021
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BN15CT]
Page 107 of 416

FDA-CBER-2021-5683-0820585




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VACCINATION
Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Jan/12/2021 14:08
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. [Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Was the subject observed for at least YES
the protocol specified observation
period after investigational product
administration?
Page 108 of 416

*** Confidential***
FDA-CBER-2021-5683-0820586




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Jan/11/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

Withdrawal Of Consent

1. | Withdrawal of Consent Date : 1
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DEATH DETAILS CODED

Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Death Details

1. | Date of Collection/ Notification of
Death:

Cause of Death

2. || Cause of Death Status:

Cause of Death:

*** Confidential***
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Header Text: C4591001
Visit: V102 VAX4

Form Version: 22-Apr-2020 21:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATEOF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Feb/2/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. | Lab Pand: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Feb/2/2021
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 113 of 416

FDA-CBER-2021-5683-0820591




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001
Visit: V102_VAX4
Form Version: 22-Apr-2020 21:03

Site

No: 1194

Subject No: 11941058

Gen

erated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

eCR

F Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/2/2021
4. | If no samplewas collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BN15J3]
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Header Text: C4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VACCINATION

Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/2/2021 14:08
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. [Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Was the subject observed for at least YES
the protocol specified observation
period after investigational product
administration?
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Header Text: C4591001
Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATEOF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Mar/2/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status. Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Contact Outcome

1. | Contact Type:

TELEPHONE VISIT

*** Confidential***

2. | Was contact made? YES
Date of Contact:
Mar/2/2021

3. | Comments: [1
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Header Text: C4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit
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Header Text: C4591001

Visit: V104_MONTH6

Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1

*** Confidential***
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Header Text: C4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit
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Header Text: C4591001

Visit: V105_ MONTH18

Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1

*** Confidential***
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Header Text: C4591001

Visit: FURTHER _VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation | Mar/2/2021
/Death :
2. | Phase of Disposition: OPEN LABEL TREATMENT
3. | Status: COMPLETED
4, | Specify Status: [1
Page 122 of 416

*** Confidential***
FDA-CBER-2021-5683-0820600




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Dec/8/2020
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Header Text: C4591001

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

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM
Form Status: Data Complete, Signed, Veri

Site Name: (1194) IKF Pneumologie Gmb!
Forschung

Subject Initials: ---

fied
H Co KG, Institut fuer klinische

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Here to Enable
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Audit Trail
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
Meaning
Andreas Eich Approved Mar-10-2021 11:22:59 (UTC+01:00) Sargjevo, BOOK Signed
Skopje, Warsaw, Zagreb
Affidavit:

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

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

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

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:00
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
Form | Oct-19-2020 17:28:05 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

Back to Form

Item | Date User Comment
Form | Feb-10-2021 11:57:19 (UTC+01:00) Sargjevo, (b) (4), (b) Not Done
Skopje, Warsaw, Zagreb (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
1 Feb-10-2021 11:57:19 (UTC+01:00) Sargjevo, (b) (4), (b) Not Done
Skopje, Warsaw, Zagreb (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Item |Date User Comment
2 Feb-10-2021 11:57:19 (UTC+01:00) Sargjevo, (b) (4), (b) Not Done
Skopje, Warsaw, Zagreb (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
3 Feb-10-2021 11:57:19 (UTC+01:00) Sargjevo, (b) (4), (b) Not Done
Skopje, Warsaw, Zagreb (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Item |Date User Comment
4 Feb-10-2021 11:57:19 (UTC+01:00) Sargjevo, (b) (4), (b) Not Done
Skopje, Warsaw, Zagreb (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5 Feb-10-2021 11:57:19 (UTC+01:00) Sargjevo, (b) (4), (b) Not Done
Skopje, Warsaw, Zagreb (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
6 Feb-10-2021 11:57:19 (UTC+01:00) Sargjevo, (b) (4), (b) Not Done
Skopje, Warsaw, Zagreb (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
7 Feb-10-2021 11:57:19 (UTC+01:00) Sargjevo, (b) (4), (b) Not Done
Skopje, Warsaw, Zagreb (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
8 Feb-10-2021 11:57:19 (UTC+01:00) Sargjevo, (b) (4), (b) Not Done
Skopje, Warsaw, Zagreb (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
9 Feb-10-2021 11:57:19 (UTC+01:00) Sargjevo, (b) (4), (b) Not Done
Skopje, Warsaw, Zagreb (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
Form | Feb-08-2021 11:15:17 (UTC+01:00) Sarajevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Iltem | Date User Comment
1 Feb-08-2021 11:15:17 (UTC+01:00) Saragjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Iltem | Date User Comment
2 Feb-08-2021 11:15:17 (UTC+01:00) Saragjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Iltem | Date User Comment
3 Feb-08-2021 11:15:17 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Iltem | Date User Comment
4 Feb-08-2021 11:15:17 (UTC+01:00) Saragjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Iltem | Date User Comment
5 Feb-08-2021 11:15:17 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Iltem | Date User Comment
6 Feb-08-2021 11:15:17 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 17-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
Form | Feb-08-2021 11:16:15 (UTC+01:00) Sarajevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 17-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Iltem | Date User Comment
1 Feb-08-2021 11:16:15 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 17-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Iltem | Date User Comment
2 Feb-08-2021 11:16:15 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 17-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
3 Feb-08-2021 11:16:15 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 17-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Iltem | Date User Comment
4 Feb-08-2021 11:16:15 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
Form | Feb-08-2021 11:16:36 (UTC+01:00) Sarajevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
1 Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Item |Date User Comment
2 Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
3 Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Item |Date User Comment
4 Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5.a |Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5.a |Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5.a |Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5.a |Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5b |Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
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Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5b |Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5b |Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5b |Feb-08-2021 11:16:36 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5.c |Feb-08-2021 11:16:36 (UTC+01:00) Sarajevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Site No: 1194
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Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5.c |Feb-08-2021 11:16:36 (UTC+01:00) Sarajevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5.c |Feb-08-2021 11:16:36 (UTC+01:00) Sarajevo, (b) (4), Not Applicable
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Page 164 of 416

*** Confidential***
FDA-CBER-2021-5683-0820642




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021
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Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5] |Feb-08-2021 11:18:26 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5] |Feb-08-2021 11:18:26 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5] |Feb-08-2021 11:18:26 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
5] |Feb-08-2021 11:18:26 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:52
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
Form | Feb-08-2021 11:25:11 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:52
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Iltem | Date User Comment
1 Feb-08-2021 11:25:11 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:52
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Iltem | Date User Comment
2 Feb-08-2021 11:25:11 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:52
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Iltem | Date User Comment
3 Feb-08-2021 11:25:11 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
Form | Feb-08-2021 11:25:31 (UTC+01:00) Sarajevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Iltem | Date User Comment
1 Feb-08-2021 11:25:31 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Iltem | Date User Comment
2 Feb-08-2021 11:25:31 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item |Date User Comment
3 Feb-08-2021 11:25:31 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Iltem | Date User Comment
4 Feb-08-2021 11:25:31 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Iltem | Date User Comment
5 Feb-08-2021 11:25:31 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Item |Date User Comment
6 Feb-08-2021 11:25:31 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
Form | Feb-08-2021 11:26:00 (UTC+01:00) Sarajevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
1 Feb-08-2021 11:26:00 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
2 Feb-08-2021 11:26:00 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
3 Feb-08-2021 11:26:00 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

Item | Date User Comment
4 Feb-08-2021 11:26:00 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION -
Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

Item | Date User Comment
Form | Jan-12-2021 14:52:14 (UTC+01:00) Sargjevo, (b) (4), Not Applicable
Skopje, Warsaw, Zagreb (b) (6)
Page 243 of 416
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Header Text: C4591001

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

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4) 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:

e CRF _Sign
Name Signature Date Type Action
Meaning
Andreas Eich Approved Mar-10-2021 11:22:59 (UTC+01:00) Sargjevo, BOOK Signed
Skopje, Warsaw, Zagreb
Affidavit:

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this el ectronic signature
isto be the legally binding equivaent 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 Mar-08-2021 13:41:16 (UTC+01:00) Sargjevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Andreas Eich Approved Mar-08-2021 08:56:02 (UTC+01:00) Sarajevo, BOOK Signed

Skopje, Warsaw, Zagreb

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

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

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

(b) (6) N/A Mar-02-2021 10:25:39 (UTC+01:00) Sargjevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Andreas Eich Approved Mar-02-2021 09:16:06 (UTC+01:00) Sarajevo, BOOK Signed

Skopje, Warsaw, Zagreb
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Header Text: C4591001

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

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Affidavit:

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

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

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

(b) (6) N/A Feb-26-2021 13:41:05 (UTC+01:00) Sargjevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Andreas Eich Approved Feb-17-2021 08:51:19 (UTC+01:00) Sargjevo, BOOK Signed

Skopje, Warsaw, Zagreb

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this el ectronic signature
isto be the legally binding equivaent 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-16-2021 12:39:41 (UTC+01:00) Sargjevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Andreas Eich Approved Feb-15-2021 08:49:58 (UTC+01:00) Sargjevo, BOOK Signed

Skopje, Warsaw, Zagreb

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

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

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
(b) (6) N/A Feb-08-2021 11:05:38 (UTC+01:00) Sarajevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-06-2021 11:49:57 (UTC+01:00) Sargjevo, BOOK Signed
Skopje, Warsaw, Zagreb
Affidavit:
By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of the

examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this el ectronic signature
isto be the legally binding equivaent 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 13:56:54 (UTC+01:00) Sarajevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Andreas Eich Approved Jan-20-2021 13:18:26 (UTC+01:00) Sargjevo, BOOK Signed

Skopje, Warsaw, Zagreb

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

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

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

(b) (6) N/A Jan-18-2021 11:03:52 (UTC+01:00) Sarajevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Andress Eich Approved Jan-12-2021 17:55:58 (UTC+01:00) Sargjevo, BOOK Signed

Skopje, Warsaw, Zagreb
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Header Text: C4591001

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

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Affidavit:

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

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

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

(b) (6) N/A Jan-11-2021 16:33:17 (UTC+01:00) Sargjevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Dec-16-2020 11:31:12 (UTC+01:00) Saragjevo, BOOK Signed
Skopje, Warsaw, Zagreb
Affidavit:
By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of the

examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this el ectronic signature
isto be the legally binding equivaent 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-08-2020 16:06:07 (UTC+01:00) Sargjevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Andreas Eich Approved Nov-16-2020 08:03:57 (UTC+01:00) Sargjevo, BOOK Signed

Skopje, Warsaw, Zagreb

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

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

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

Page 247 of 416

*** Confidential***

FDA-CBER-2021-5683-0820725




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
(b) (6) N/A Nov-12-2020 08:38:35 (UTC+01:00) Sargjevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Andreas Eich Approved Nov-11-2020 09:58:59 (UTC+01:00) Sargjevo, BOOK Signed

Skopje, Warsaw, Zagreb

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this el ectronic signature
isto be the legally binding equivaent 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-10-2020 12:35:24 (UTC+01:00) Sargjevo, Edit - All
Skopje, Warsaw, Zagreb signatures
invalidated
Affidavit:
N/A
Andreas Eich Approved Oct-29-2020 17:03:03 (UTC+01:00) Sargjevo, BOOK Signed

Skopje, Warsaw, Zagreb

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

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

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: C4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

‘ 1. Select appropriate response - Protocol version

| Date L ocation User Value Reason
Oct-19-2020 17:27:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) 08 SEP 2020

Skopje, Warsaw, Zagreb

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

| Date L ocation User Value Reason
Oct-19-2020 17:27:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) STAGE 3 COHORTS

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Back to Form

| 1. Consent Was:

‘ Date L ocation User Value Reason
Oct-19-2020 17:27:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) OBTAINED
Skopje, Warsaw, Zagreb Date Written Consent Obtained

Oct/19/2020
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Header Text: C4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials; ---

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

Back to Form

| 1. Subject ID

‘ Date L ocation ’ User | Value Reason
Oct-19-2020 17:27:09 ACVOPFEINFP6000 | auto calc Data Entry: Item copied from
(UTC+01:00) Sargjevo, (autocalc) | 11941058 previous form

Skopje, Warsaw, Zagreb

| 2. Birth Date:

‘Date L ocation |User |Value Reason
Oct-19-2020 17:22:27 ACVOPFEINFP6000 | auto calc Data Entry: Enrollment Entry
(UTC+01:00) Sargjevo, (autocalc) | UNK/UNK/1970

Skopje, Warsaw, Zagreb

| 3. Sex:

‘ Date L ocation User Value Reason
Oct-19-2020 17:27:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) FEMALE
Skopje, Warsaw, Zagreb

| 4. Ethnicity:

‘ Date L ocation User Value Reason
Oct-19-2020 17:27:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NOT HISPANIC OR LATINO(A) OR
Skopje, Warsaw, Zagreb OF SPANISH ORIGIN

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

‘ Date L ocation User Value Reason
Oct-19-2020 17:27:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) WHITE

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

‘ 1. Date of Visit

‘ Date L ocation User Value Reason
Oct-19-2020 17:27:55 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Oct/19/2020

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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-19-2020 17:28:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Oct/19/2020
Skopje, Warsaw, Zagreb

| 2. Phase of Disposition:

‘ Date L ocation |User |Value Reason
Oct-19-2020 17:28:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SCREENING
Skopje, Warsaw, Zagreb

| 3. Status:

‘ Date L ocation User Value Reason
Oct-19-2020 17:28:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) COMPLETED
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials; ---

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

Back to Form

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

| la
‘ Date L ocation | User | Value Reason
Oct-20-2020 10:56:54 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | Line/MH Number: 1
Skopje, Warsaw, Zagreb Medical History T Arterial Hyperten
erm: sion
Start Date: UNK/UNK/2005
Ongoing: YES
| l.aLine/MH Number:
| Date L ocation | User | Value Reason
Oct-20-2020 10:56:54 ACVOPFEINFP6000 | autocalc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |1
Skopje, Warsaw, Zagreb
| 1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation | User | Value Reason
Oct-20-2020 10:56:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Arterial Hypertension
Skopje, Warsaw, Zagreb
| 1l.a Start Date:
| Date L ocation | User | Value Reason
Oct-20-2020 10:56:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) UNK/UNK/2005
Skopje, Warsaw, Zagreb
| 1.a Ongoing:
| Date L ocation | User | Value Reason
Oct-20-2020 10:56:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) YES
Skopje, Warsaw, Zagreb
|1
| Date | L ocation | User |Value | Reason
Oct-20-2020 10:58:21 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc)
Page 254 of 416

*** Confidential***
FDA-CBER-2021-5683-0820732




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001
Visit: V1_DAY1_VAX1 L
Form Version: 22-Apr-2020 21:03

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Skopje, Warsaw, Zagreb Line/MH Number: 2
Medical History Te Uterus myoma
rm:
Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
Aug/UNK/20
19
| Lb LineMH Nurmber
| Date L ocation | User | Value Reason
Oct-20-2020 10:58:21 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |2
Skopje, Warsaw, Zagreb
‘ 1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User Value Reason
Oct-20-2020 10:58:21 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Uterus myoma
Skopje, Warsaw, Zagreb
‘ 1.b Start Date;
| Date L ocation User Value Reason
Oct-20-2020 10:58:21 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) UNK/UNK/2017
Skopje, Warsaw, Zagreb
‘ 1.b Ongoing:
| Date L ocation User Value Reason
Oct-20-2020 10:58:21 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb End Date:
Aug/UNK/2019
| 1lc
‘ Date L ocation | User | Value Reason
Oct-20-2020 10:58:58 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | Ling/MH Number: 3

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Medical History Ter Alopeciaarreat

m: a
Start Date: Mar/UNK/201

7
Ongoing: YES

| 1l.cLine/MH Number:

‘ Date L ocation | User | Value Reason
Oct-20-2020 10:58:58 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |3
Skopje, Warsaw, Zagreb

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

‘ Date L ocation User Value Reason
Oct-20-2020 10:58:58 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Alopecia arreata
Skopje, Warsaw, Zagreb

| 1.c Start Date:

‘ Date L ocation User Value Reason
Oct-20-2020 10:58:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Mar/UNK/2017
Skopje, Warsaw, Zagreb

| 1.c Ongoing:

‘ Date L ocation User Value Reason
Oct-20-2020 10:58:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES
Skopje, Warsaw, Zagreb

|1

‘ Date L ocation User Value Reason
Oct-20-2020 13:53:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC+01:00) Sargjevo, (b) (6) Line/MH Numbe 4

Skopje, Warsaw, Zagreb

r:
Medical History Hashimoto Thyre

Term: oiditis
Start Date: UNK/UNK/2015
Ongoing: YES

Page 256 of 416

*** Confidential***
FDA-CBER-2021-5683-0820734




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Oct-20-2020 10:59:33 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | Line/MH Numbe 4
Skopje, Warsaw, Zagreb r:

Medical History Hashimoto Thyre

Term: oditis

Start Date: UNK/UNK/2015

Ongoing: YES
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Header Text: C4591001
Visit: V1_DAY1_VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1194
Forschung
Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4)

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

‘ 1.d Line/MH Number:

| Date L ocation | User | Value Reason
Oct-20-2020 10:59:33 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |4
Skopje, Warsaw, Zagreb
‘ 1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User Value Reason
Oct-20-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed Discrepancy has
14:55:00 Oracle been closed.
(UTC+01:00) (b) (4)
Sarajevo, Skopje,
Warsaw, Zagreb
Oct-20-2020 ACVOPFEINFP&000 auto query Query 1: Answere | Transcription Error
13:53:26 (autoquery) d
(UTC+01:00)
Sargjevo, Skopje,
Warsaw, Zagreb
Oct-20-2020 ACVOPFEINFPG000 (b) (4), Data Entry: Transcription Error
13:53:26 (b) (6) Hashimaoto Thyreo
(UTC+01:00) iditis
Sarajevo, Skopje,
Warsaw, Zagreb
Oct-20-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opened | Clarify
12:40:05 Oracle HASHIMOTO
(UTC+01:00) (b) (4) THYREODITIS as
Sargjevo, Skopje, follows...Should
Warsaw, Zagreb spelling be
HASHIMOTO
THYREOIDITIS?
If so, edit as such or
clarify. Thank you.
Oct-20-2020 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
10:59:33 (b) (6) Hashimoto Thyreo
(UTC+01:00) ditis
Sarajevo, Skopje,
Warsaw, Zagreb
‘ 1.d Start Date;
| Date L ocation User Value Reason
Oct-20-2020 10:59:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) UNK/UNK/2015
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

‘ Skopje, Warsaw, Zagreb | | | |

‘ 1.d Ongoing:
| Date | L ocation | User | Value | Reason
Oct-22-2020 16:19:08 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC+01:00) Sargjevo, (b) (6) query
Skopje, Warsaw, Zagreb
Oct-21-2020 16:49:11 ACVOPFEINFP6000 |(b) (4), Query 1: Answered The patient is not under
(UTC+01:00) Sargjevo, (b) (6) systemic treatment with
Skopje, Warsaw, Zagreb immunosuppressive
drugs.
Oct-21-2020 16:01:56 ACVOPFEINFP6000 |(b) (4), Query 1: Opened is the patient under
(UTC+01:00) Sargjevo, (b) (6) systemic treatment with
Skopje, Warsaw, Zagreb immunosuppressive

drugs (including
steroids) for the
ongoing Hashimoto's

thyroiditis?
Oct-20-2020 10:59:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES
Skopje, Warsaw, Zagreb
[1e
| Date L ocation | User | Value Reason
Oct-20-2020 11:00:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC+01:00) Sargjevo, (autocalc) | Ling/MH Number 5
Skopje, Warsaw, Zagreb .

Medical History T av reentry tachyka

erm: rdie
Start Date: Jun/UNK/2011
Ongoing: NO
End Date:
Jul/UNK/2011
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

‘ 1l.eLine/MH Number:

| Date L ocation | User | Value Reason
Oct-20-2020 11:00:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |5
Skopje, Warsaw, Zagreb
‘ 1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User Value Reason
Oct-20-2020 11:00:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) av reentry tachykardie
Skopje, Warsaw, Zagreb
’ 1.e Start Date:
| Date L ocation User Value Reason
Oct-20-2020 11:00:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Jun/UNK/2011
Skopje, Warsaw, Zagreb
‘ 1.eOngoing:
| Date L ocation User Value Reason
Oct-20-2020 11:00:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb End Date:
Jul/UNK/2011
|11
‘ Date L ocation | User | Value Reason
Oct-21-2020 14:31:19 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | Lineg/MH Number: 6
Skopje, Warsaw, Zagreb Medical History Ter Postmenopaus
m: a
Start Date: Mar/UNK/201
8
Oongoing: YES
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

‘ 1.f Line/MH Number:

| Date L ocation | User | Value Reason
Oct-21-2020 14:31:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |6
Skopje, Warsaw, Zagreb
‘ 1.f Disease/Syndrome/Surgery/Non-Drug AllergiesDrug Allergies:
| Date L ocation User Value Reason
Oct-21-2020 14:31:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Postmenopausal
Skopje, Warsaw, Zagreb
’ 1.f Start Date:
| Date L ocation User Value Reason
Oct-21-2020 14:31:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Mar/UNK/2018
Skopje, Warsaw, Zagreb
‘ 1.f Ongoing:
| Date L ocation User Value Reason
Oct-21-2020 14:31:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials; ---

Generated By: (b) (4)

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

Back to Form

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

‘ Date L ocation User Value Reason
Oct-19-2020 17:28:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) The subject isNOT known to be HIV
Skopje, Warsaw, Zagreb POSITIVE
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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: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials; ---

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

Back to Form

| 1. Date:

‘ Date L ocation User Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Oct/19/2020
Skopje, Warsaw, Zagreb

| 2. Weight:

‘ Date L ocation User Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 69.2

Skopje, Warsaw, Zagreb

| 3. Unit:

‘ Date L ocation User Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) kg
Skopje, Warsaw, Zagreb

| 4. Height:

‘ Date L ocation User Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) 173.0

Skopje, Warsaw, Zagreb

| 5. Unit:

‘ Date L ocation User Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) cm

Skopje, Warsaw, Zagreb

| 6. Body Mass I ndex:

‘ Date L ocation | User | Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |23.1

Skopje, Warsaw, Zagreb

| 7.a
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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: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Date L ocation User Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Record | dentifier:: 1
Skopje, Warsaw, Zagreb Temperature: 36.8

Temperature Unit: C

Temperature Location:: EAR

’ 7.a Record I dentifier:

| Date L ocation User Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 1
Skopje, Warsaw, Zagreb
‘ 7.a Temperature:
| Date L ocation User Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 36.8
Skopje, Warsaw, Zagreb
| 7.aUnit:
| Date L ocation | User |Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) C

Skopje, Warsaw, Zagreb

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

| 7.a Temperature Location:

| Date L ocation | User |Value Reason
Oct-19-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) EAR

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

| 1. Lab Panel:

‘ Date L ocation | User | Value Reason
Oct-19-2020 17:30:17 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | URINALYSIS

Skopje, Warsaw, Zagreb

| 2. Lab Sub-Pane:

‘ Date L ocation | User | Value Reason
Oct-19-2020 17:30:17 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | PREGNANCY

Skopje, Warsaw, Zagreb

| 3. Collection Date:

‘ Date L ocation User Value Reason
Oct-19-2020 17:30:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Oct/19/2020
Skopje, Warsaw, Zagreb

| 4. Laboratory Name and Address (Derived)

‘ Date L ocation | User | Value Reason
Oct-19-2020 17:30:17 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | STUDY SITE

Skopje, Warsaw, Zagreb

| 5. Specimen Type:

‘ Date L ocation | User | Value Reason
Oct-19-2020 17:30:17 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | URINE

Skopje, Warsaw, Zagreb

| 6.a
‘ Date L ocation | User | Value Reason
Oct-19-2020 17:30:17 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | Sponsor-Defined 113
Skopje, Warsaw, Zagreb | dentifier:
Test:: Choriogonadotropin
Beta PX113
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

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

Result::
Not Done:: NOT DONE
| 6.a Sponsor 1D:
| Date L ocation | User | Value Reason
Oct-19-2020 17:30:17 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | 113
Skopje, Warsaw, Zagreb
| 6.a Test:
| Date L ocation User Value Reason
Oct-19-2020 17:30:17 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Choriogonadotropin Beta PX113
Skopje, Warsaw, Zagreb
| 6.a Not Done:
| Date L ocation | User | Value Reason
Oct-21-2020 19:10:30 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC+01:00) Sargjevo, E‘tg G query
Skopje, Warsaw, Zagreb
Oct-21-2020 14:30:47 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Patient is
(UTC+01:00) Sarajevo, (b) (6) postmenopausal.
Skopje, Warsaw, Zagreb Added to Medical
History. Thank you!
Oct-21-2020 01:17:26 ACVOPFEINFP6000 |(b) Query 1: Opened CLINQUERY-Please
(UTC+01:00) Sarajevo, E;’;' ©) specify why a
Skopje, Warsaw, Zagreb pregnancy test was not
performed. It is not
clear from the subject’s
medical history and
age (under 60 years)
that the patient is not
of childbearing
potential. Please
review & revisethe
medical history page as
appropriate.
Oct-19-2020 17:30:17 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NOT DONE
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Back to Form

| 1. Randomization Date :

‘ Date L ocation User Value Reason
Oct-19-2020 17:38:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Oct/19/2020
Skopje, Warsaw, Zagreb

| 2. Randomization Number:

‘ Date L ocation User Value Reason
Oct-19-2020 17:38:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

(b) (6) 109925
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

‘ 1. Data Origin

| Date L ocation | User | Value Reason
Oct-19-2020 17:29:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SITE

Skopje, Warsaw, Zagreb

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Oct-19-2020 17:29:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SERUM

Skopje, Warsaw, Zagreb

‘ 3. Sample Collected?

|Date L ocation User Value Reason

Oct-19-2020 18:39:58 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)

Skopje, Warsaw, Zagreb

Oct-19-2020 17:29:11 ACVOPFEINFPE000 |auto query | Query 1. Candidate '‘Sample Collected? is
(UTC+01:00) Sargjevo, (autoquery) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.

Please review and
correct as appropriate.

Oct-19-2020 17:29:11 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES
Skopje, Warsaw, Zagreb Date of Collection:
Oct/19/2020

[5a

| Date L ocation User Value Reason
Oct-19-2020 18:39:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sarajevo, ), Sample |D: BN8J51
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.a Sample D

| Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Oct-19-2020 18:39:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (@), BN8J51
Skopje, Warsaw, Zagreb (b) (6)

|50

‘ Date L ocation User Value Reason
Oct-19-2020 18:40:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), Sample |D: BN8J52
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.b Sample ID

| Date L ocation User Value Reason
Oct-19-2020 18:40:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (@), BN8J52
Skopje, Warsaw, Zagreb (b) (6)

(50

| Date L ocation User Value Reason
Oct-19-2020 18:40:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (), Sample |D: BNMD5L
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.c Sample|D

| Date L ocation User Value Reason
Oct-19-2020 18:40:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (@), BNMD5L
Skopje, Warsaw, Zagreb (b) (6)

EX

| Date L ocation User Value Reason
Oct-19-2020 18:40:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (), Sample |D: BNMD5M
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.d Sample ID

| Date L ocation User Value Reason
Oct-19-2020 18:40:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (), BNMD5M
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Oct-19-2020 17:29:20 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(autocalc) | SITE

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Oct-19-2020 17:29:20 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | NASAL_SWAB

Skopje, Warsaw, Zagreb

‘ 3. Sample Collected?

|Date L ocation User Value Reason

Oct-19-2020 18:41:02 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)

Skopje, Warsaw, Zagreb

Oct-19-2020 17:29:20 ACVOPFEINFPE000 |auto query | Query 1. Candidate '‘Sample Collected? is
(UTC+01:00) Sargjevo, (autoquery) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.

Please review and
correct as appropriate.

Oct-19-2020 17:29:20 ACVOPFEINFP6000
(UTC+01:00) Sargjevo,
Skopje, Warsaw, Zagreb

(b) (4), DataEntry: Initial Entry
(b) (6) YES

Date of Collection:

Oct/19/2020

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

| Date L ocation User Value Reason
Oct-19-2020 18:40:50 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)

Skopje, Warsaw, Zagreb

Oct-19-2020 18:40:50 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC+01:00) Sarajevo, @,

Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

Oct-19-2020 18:40:37 ACVOPFEINFPE000 | auto query Query 1: Opened Entered text has either
(UTC+01:00) Sargjevo, (autoquery) acarriage return (line
Skopje, Warsaw, Zagreb break) or extra spaces
at the end of the text
or between words.
Please correct by
removing al datain
thefield and re-enter
without adding extra
spaces or using enter
or tab keys.
Oct-19-2020 18:40:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, @, BN8JMY
Skopje, Warsaw, Zagreb (b) (6)
[5a
| Date L ocation User Value Reason
Oct-19-2020 18:41:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sarajevo, ), Sample |D: BN8XMY
Skopje, Warsaw, Zagreb (0) (6)
| 5.a Sample 1D
| Date L ocation User Value Reason
Oct-19-2020 18:41:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, @), BN8JMY

Skopje, Warsaw, Zagreb

(b) (6)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
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-19-2020 17:38:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

| 2. Treatment Name

‘ Date L ocation | User | Value Reason
Oct-19-2020 17:38:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | BLINDED THERAPY
Skopje, Warsaw, Zagreb

| 3. Formulation:

‘ Date L ocation | User | Value Reason
Oct-19-2020 17:38:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | INJECTION
Skopje, Warsaw, Zagreb

| 4, Dose Date Time:

‘ Date L ocation User Value Reason
Oct-19-2020 17:38:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Oct/19/2020 15:41
Skopje, Warsaw, Zagreb

| 5. Anatomical Location:

‘ Date L ocation | User | Value Reason
Oct-19-2020 17:38:59 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | DELTOID MUSCLE
Skopje, Warsaw, Zagreb
| 6. Body Side:

‘ Date L ocation User Value Reason
Nov-12-2020 08:38:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

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

(b) (6) RIGHT

Oct-19-2020 17:38:59
(UTC+01:00) Sarajevo,

ACVOPFEINFP6000

(b) (4), Data Entry:
(b) (6) LEFT

Initial Entry
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

‘ Skopje, Warsaw, Zagreb ’ | | |

‘ 7. Route:

|Date |Loca1ion |User |VaJue |Reason
Oct-19-2020 17:38:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | INTRAMUSCULAR

Skopje, Warsaw, Zagreb

‘ 10. Timeframe Subject Was Observed

| Date L ocation | User | Value Reason
Oct-19-2020 17:38:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | THE PROTOCOL SPECIFIED OBSER

Skopje, Warsaw, Zagreb VATION PERIOD

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

| Date L ocation User Value Reason
Oct-19-2020 17:38:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES

Skopje, Warsaw, Zagreb

Page 273 of 416

*** Confidential***

FDA-CBER-2021-5683-0820751



090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: REACTOGENICITY DIARY - eCRF Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials; ---

Generated By: (b) (4)

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-19-2020 17:29:30 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES- REACTOGENICITY E-DIARY

Skopje, Warsaw, Zagreb

COLLECTED FOR THIS SUBJECT
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Header Text: C4591001

Visit: V2 VAX2 L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

| 1. Date of Visit

‘ Date L ocation User Value Reason
Nov-10-2020 12:51:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Nov/10/2020

Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

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

| Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

[2a

| Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Symptom:: FE
Skopje, Warsaw, Zagreb VE

R

Werefever or systemic sympt NO
oms present on the last day th
e Subject Diary was complete

d?:
| 2.a Symptom:
‘ Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) FEVER

Skopje, Warsaw, Zagreb

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

‘ Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

|2b

‘ Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: FATIGUE
Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: V2 VAX2 L
DATES - eCRF Audit Trail History

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

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

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---

Werefever or systemic YES
symptoms present on th  Ongoing
elast day the Subject D ?
iary was completed?:
NO
Stop
Date:
Oct/
25/
202
0

‘ 2.b Symptom:

‘ Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sarajevo, (b) (6) FATIGUE
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-10-2020 12:54:20 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sarajevo, (b) (6) YES
Skopje, Warsaw, Zagreb Ongoing?

NO
Stop Date:
Oct/25/2020

| 2c

‘ Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: HEADAC
Skopje, Warsaw, Zagreb HE
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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

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

Werefever or systemic YES
symptoms present on th  Ongoing
elast day the Subject D ?
iary was completed?:
NO
Stop
Date:
Oct/
25/
202
0

‘ 2.c Symptom:

‘ Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Saragjevo, (b) (6) HEADACHE
Skopje, Warsaw, Zagreb

‘ 2.c Werefever or systemic symptoms present on the last day the Subject Diary was completed?

‘ Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Saragjevo, (b) (6) YES
Skopje, Warsaw, Zagreb Ongoing?

NO
Stop Date:
Oct/25/2020

|2

‘ Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: CH
Skopje, Warsaw, Zagreb ILL

S
Werefever or systemic sympt NO
oms present on the last day th
e Subject Diary was complete
d?:
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Header Text: C4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History
Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
| 2.d Symptom:
| Date | L ocation | User | Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) CHILLS
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-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 2e
| Date L ocation | User | Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: VO
Skopje, Warsaw, Zagreb MIT
ING
Werefever or systemicsym NO
ptoms present on the last da
y the Subject Diary was com
pleted?:
‘ 2.e Symptom:
| Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) VOMITING
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-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
|2f
| Date | L ocation | User |Va|ue | Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: DIA

Page 279 of 416

*** Confidential***

FDA-CBER-2021-5683-0820757




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

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

Skopje, Warsaw, Zagreb

(b) (4), (b) (6) RR
HE
A

Werefever or systemic symp NO
toms present on thelast day
the Subject Diary was compl

eted?:
| 2.f Symptom:
| Date L ocation | User | Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) DIARRHEA
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-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 2.9
| Date L ocation ‘ User |Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: NEW OR
Skopje, Warsaw, Zagreb WORSEN
ED MUSC
LE PAIN

Werefever or systemic NO
symptoms present on t
helast day the Subject
Diary was completed?
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

| 2.g Symptom:
| Date | L ocation | User | Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NEW OR WORSENED MUSCLE P
Skopje, Warsaw, Zagreb Al
| 2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?
| Date L ocation | User | Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
|2h
| Date L ocation ‘ User |Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: NEW OR
Skopje, Warsaw, Zagreb WORSEN
ED JOIN
T PAIN
Werefever or systemic NO
symptoms present on t
helast day the Subject
Diary was completed?:
| 2.h Symptom:
| Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NEW OR WORSENED JOINT PAI
Skopje, Warsaw, Zagreb N
| 2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
| Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 3. Injection Site Location:
| Date L ocation | User | Value Reason
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Header Text: C4591001
Visit: V2 VAX2 L

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

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4)

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

Nov-10-2020 12:54:20
(UTC+01:00) Sargjevo,
Skopje, Warsaw, Zagreb

ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(autocalc) | DELTOID MUSCLE

‘ 4. Injection Site Body Side:

‘ Date L ocation User Value Reason
Nov-13-2020 12:06:13 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC+01:00) Sargjevo, (b) (6) query
Skopje, Warsaw, Zagreb
Nov-12-2020 08:38:35 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query
(UTC+01:00) Sargjevo, (autoquery)

Skopje, Warsaw, Zagreb
Nov-12-2020 06:51:55 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened DM: Vaccination
(UTC+01:00) Sarajevo, (b) (6) CRF unfrozen at V1.
Skopje, Warsaw, Zagreb Please consider to
update and confirm.
Thanks
Nov-10-2020 12:56:07 ACVOPFEINFPG000 |(b) (4), Query 1: Answered AtV1itwasanentry
(UTC+01:00) Sargjevo, (b) (6) error. Would you be
Skopje, Warsaw, Zagreb so kind to unfreze the
ECRF that | can
correct it? Thank you
and kind regards.
Nov-10-2020 12:54:20 ACVOPFEINFP6000 | auto query Query 1: Opened Injection Site Body
(UTC+01:00) Sargjevo, (autoquery) Side entered on this
Skopje, Warsaw, Zagreb pageis not matching
with Body Side
entered on
Vaccination page of
V1D1VX1L. Please
review and update as
appropriate.
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RIGHT
Skopje, Warsaw, Zagreb

| 5a

‘ Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC+01:00) Sargjevo, (b) (6) Injection Site Reaction:: RE
Skopje, Warsaw, Zagreb DN

ESS
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Header Text: C4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Wereinjection sitereactions NO
present on the last day the S
ubject Diary was completed?

‘ 5.aInjection Site Reaction:

| Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) () REDNESS
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-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

|5b

| Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Injection Site Reaction:: ~ SWE
Skopje, Warsaw, Zagreb LLI

NG
Were injection site reactions NO
present on thelast day the S
ubject Diary was completed
e

‘ 5.b Injection Site Reaction:

‘ Date L ocation User Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) SWELLING
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-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) NO

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V2_VAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:03

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
| 5.c
| Date | L ocation | User |Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Injection Site Reaction:: PAIN A
Skopje, Warsaw, Zagreb T INJEC
TION S|
TE

Wereinjection site reacti NO
ons present on thelast d
ay the Subject Diary was

completed?:

| 5.c Injection Site Reaction:

| Date L ocation | User | Value Reason
Nov-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) PAIN AT INJECTION SITE
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-10-2020 12:54:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials; ---

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

Back to Form

| 1. Date:

‘ Date L ocation User Value Reason
Nov-10-2020 12:56:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initia Entry
(UTC+01:00) Sargjevo, (b) (6) Nov/10/2020
Skopje, Warsaw, Zagreb

| 2a

‘ Date L ocation User Value Reason
Nov-10-2020 12:56:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC+01:00) Sargjevo, (b) (6) Record I dentifier:: 1
Skopje, Warsaw, Zagreb Temperature: 36.2

Temperature Unit: C

Temperature Location:: EAR

‘ 2.a Record I dentifier:

| Date L ocation User Value Reason
Nov-10-2020 12:56:41 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 1
Skopje, Warsaw, Zagreb
’ 2.a Temperature:
| Date L ocation User Value Reason
Nov-10-2020 12:56:41 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 36.2
Skopje, Warsaw, Zagreb
‘ 2.aUnit:
| Date L ocation User Value Reason
Nov-10-2020 12:56:41 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) C

Skopje, Warsaw, Zagreb

| 2.a Temperature Location:

| Date L ocation User Value Reason
Nov-10-2020 12:56:41 ACVOPFEINFP6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) EAR

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALYSIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Back to Form

| 1. Lab Panel:

‘ Date L ocation | User | Value Reason
Nov-10-2020 13:00:20 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | URINALYSIS

Skopje, Warsaw, Zagreb

| 2. Lab Sub-Pane:

‘ Date L ocation | User | Value Reason
Nov-10-2020 13:00:20 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | PREGNANCY

Skopje, Warsaw, Zagreb

| 3. Collection Date:

‘ Date L ocation User Value Reason
Nov-10-2020 13:00:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initia Entry
(UTC+01:00) Sargjevo, (b) (6) Nov/10/2020
Skopje, Warsaw, Zagreb

| 4. Laboratory Name and Address (Derived)

‘ Date L ocation | User | Value Reason
Nov-10-2020 13:00:20 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | STUDY SITE

Skopje, Warsaw, Zagreb

| 5. Specimen Type:

‘ Date L ocation | User | Value Reason
Nov-10-2020 13:00:20 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | URINE

Skopje, Warsaw, Zagreb

| 6.a
‘ Date L ocation | User | Value Reason
Nov-10-2020 13:00:20 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | Sponsor-Defined 113
Skopje, Warsaw, Zagreb | dentifier:
Test:: Choriogonadotropin
Beta PX113
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Result::
Not Done:: NOT DONE
| 6.a Sponsor 1D:
| Date L ocation | User | Value Reason
Nov-10-2020 13:00:20 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) | 113
Skopje, Warsaw, Zagreb
| 6.a Test:
| Date L ocation User Value Reason
Nov-10-2020 13:00:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Choriogonadotropin Beta PX113
Skopje, Warsaw, Zagreb
| 6.a Not Done:
| Date L ocation User Value Reason
Nov-10-2020 13:00:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, NOT DONE

Skopje, Warsaw, Zagreb

(b) (6)

*** Confidential***

Page 287 of 416

FDA-CBER-2021-5683-0820765




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

‘ 1. Data Origin

| Date L ocation | User | Value Reason
Nov-10-2020 12:35:24 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SITE

Skopje, Warsaw, Zagreb

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Nov-10-2020 12:35:24 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | NASAL_SWAB

Skopje, Warsaw, Zagreb

‘ 3. Sample Collected?

| Date L ocation User Value Reason

Nov-10-2020 12:35:46 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)

Skopje, Warsaw, Zagreb

Nov-10-2020 12:35:24 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC+01:00) Sargjevo, (autoquery) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.

Please review and
correct as appropriate.

Nov-10-2020 12:35:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, @, YES
Skopje, Warsaw, Zagreb (0) (6) Date of Collection:
Nov/10/2020

[5a

| Date L ocation User Value Reason
Nov-10-2020 12:35:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sarajevo, ), Sample |D: BNSHNS
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.a Sample D

| Date L ocation User Value Reason
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Header Text: C4591001
Visit: V2 VAX2 L

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Nov-10-2020 12:35:46
(UTC+01:00) Sargjevo,
Skopje, Warsaw, Zagreb

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(@), BN8HNS8

(b) (6)
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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-10-2020 13:00:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initia Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

| 2. Treatment Name

‘ Date L ocation | User | Value Reason
Nov-10-2020 13:00:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | BLINDED THERAPY
Skopje, Warsaw, Zagreb

| 3. Formulation:

‘ Date L ocation | User | Value Reason
Nov-10-2020 13:00:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | INJECTION
Skopje, Warsaw, Zagreb

| 4. Dose Date Time:

‘ Date L ocation User Value Reason
Nov-10-2020 13:00:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Nov/10/2020 13:00
Skopje, Warsaw, Zagreb

| 5. Anatomical Location:

‘ Date L ocation | User | Value Reason
Nov-10-2020 13:00:48 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | DELTOID MUSCLE
Skopje, Warsaw, Zagreb

| 6. Body Side:

‘ Date L ocation User Value Reason
Nov-10-2020 13:00:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) RIGHT
Skopje, Warsaw, Zagreb

| 7. Route:
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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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
‘ Date L ocation | User | Value Reason
Nov-10-2020 13:00:48 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |INTRAMUSCULAR

Skopje, Warsaw, Zagreb

‘ 10. Timeframe Subject Was Observed

‘ Date L ocation | User | Value Reason
Nov-10-2020 13:00:48 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | THE PROTOCOL SPECIFIED OBSER
Skopje, Warsaw, Zagreb VATION PERIOD

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

’ Date L ocation User Value Reason
Nov-10-2020 13:00:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V3_ MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

‘ 1. Date of Visit

‘ Date L ocation User Value Reason
Dec-08-2020 16:06:07 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Dec/8/2020

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 History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

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

| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

[2a
| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: FE
Skopje, Warsaw, Zagreb VE
R
Werefever or systemic sympto NO
ms present on thelast day the S
ubject Diary was completed?:
| 2.a Symptom:
| Date L ocation | User | Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) FEVER

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-08-2020 16:06:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 2b
| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: FAT

Skopje, Warsaw, Zagreb IGU

E

Werefever or systemic sympto NO
ms present on thelast day the
Subject Diary was completed?:
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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: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
| 2.b Symptom:
| Date | L ocation | User |Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) FATIGUE

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-08-2020 16:06:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 2c
| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: HEA
Skopje, Warsaw, Zagreb DAC
HE
Werefever or systemic sympt NO
oms present on thelast day th
e Subject Diary was complete
d?:
‘ 2.c Symptom:
| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG6000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) HEADACHE

Skopje, Warsaw, Zagreb

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

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
|2
| Date | L ocation | User |Value | Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: CH
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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: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Skopje, Warsaw, Zagreb ILL

S

Werefever or systemic sympto NO
ms present on thelast day the S
ubject Diary was completed?:

| 2.d Symptom:

‘ Date Location User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) CHILLS

Skopje, Warsaw, Zagreb

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

‘ Date Location User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 2e
‘ Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: VO
Skopje, Warsaw, Zagreb MITI
NG
Werefever or systemic sympt NO
oms present on thelast day th
e Subject Diary was complete
d?:
| 2.e Symptom:
| Date L ocation | User | Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) VOMITING

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
Dec-08-2020 16:06:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2 L

Form Version: 10-Oct-2020 16:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

| 2f
| Date | L ocation | User |Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: DIA
Skopje, Warsaw, Zagreb RRH
EA

Werefever or systemic sympt NO
oms present on thelast day th
e Subject Diary was complete

da?:
‘ 2.f Symptom:
| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) DIARRHEA

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
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
‘ 29
| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG000 |(b) (4), Data Entry:. Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Symptom:: NEW OR
Skopje, Warsaw, Zagreb WORSEN
ED MUSC
LE PAIN

Werefever or systemic sNO
ymptoms present on the
last day the Subject Dia

ry was completed?:
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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: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
| 2.g Symptom:
| Date | L ocation | User |Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NEW OR WORSENED MUSCLE PA
Skopje, Warsaw, Zagreb IN

| 2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?

| Date L ocation | User | Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 2h
| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom:: NEW OR
Skopje, Warsaw, Zagreb WORSEN
ED JOINT
PAIN
Werefever or systemics NO
ymptoms present on the
last day the Subject Diar
y was completed?:
| 2.h Symptom:
| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NEW OR WORSENED JOINT PAIN

Skopje, Warsaw, Zagreb

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

| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 3. Injection Site Location:

| Date L ocation |User |Value Reason
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 10-Oct-2020 16:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Dec-08-2020 16:06:35
(UTC+01:00) Sargjevo,
Skopje, Warsaw, Zagreb

ACVOPFEINFP6000

auto calc Data Entry: Initial Entry
(autocalc) | DELTOID MUSCLE

‘ 4. Injection Site Body Side:

‘ Date Location User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

(b) (6) RIGHT

[5a
| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Injection Site Reaction:: RE
Skopje, Warsaw, Zagreb DN
ESS

Wereinjection sitereactionsp NO
resent on thelast day the Subj
ect Diary was completed?:

| 5.aInjection Site Reaction:

| Date Location | User |Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) REDNESS

Skopje, Warsaw, Zagreb

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

| Date Location | User |Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) NO
Skopje, Warsaw, Zagreb

| 5b

| Date L ocation | User | Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Injection Site Reaction:: SWE
Skopje, Warsaw, Zagreb LLIN

G
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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: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Wereinjection sitereactions NO
present on the last day the Su
bject Diary was completed?:

| 5.b Injection Site Reaction:

‘ Date Location User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) SWELLING

Skopje, Warsaw, Zagreb

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

‘ Date Location User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

(50
‘ Date Location User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Injection Site Reaction::  PAIN AT
Skopje, Warsaw, Zagreb INJECTI

ON SITE
Wereinjection sitereactio NO
ns present on the last day
the Subject Diary was co

mpleted?:
| 5.c Injection Site Reaction:
| Date L ocation User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) PAIN AT INJECTION SITE

Skopje, Warsaw, Zagreb

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

‘ Date Location User Value Reason
Dec-08-2020 16:06:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V3 MONTH1 _POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

‘ 1. Data Origin

|Date L ocation |User |VaJue Reason
Dec-08-2020 16:06:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SITE

Skopje, Warsaw, Zagreb

‘ 2. Sample Type

|Date L ocation |User |VaJue Reason
Dec-08-2020 16:06:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SERUM

Skopje, Warsaw, Zagreb

‘ 3. Sample Collected?

|Date L ocation User Value Reason
Dec-08-2020 16:22:40 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)

Skopje, Warsaw, Zagreb

Dec-08-2020 16:06:45 ACVOPFEINFPE000 |auto query | Query 1. Candidate '‘Sample Collected? is
(UTC+01:00) Sargjevo, (autoquery) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.

Please review and
correct as appropriate.

Dec-08-2020 16:06:45 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES

Skopje, Warsaw, Zagreb Date of Collection:

Dec/8/2020

[5a

|Date L ocation User Value Reason
Dec-08-2020 16:22:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sarajevo, ), Sample |D: BNS8HVJ

Skopje, Warsaw, Zagreb (b) (6)

‘ 5.a Sample D

|Date L ocation User Value Reason
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Dec-08-2020 16:22:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (@), BN8HVJ
Skopje, Warsaw, Zagreb (b) (6)

|50

‘ Date L ocation User Value Reason
Dec-08-2020 16:22:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), Sample | D: BNSHVK
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.b Sample ID

| Date L ocation User Value Reason
Dec-08-2020 16:22:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (@), BN8HVK
Skopje, Warsaw, Zagreb (b) (6)

(50

| Date L ocation User Value Reason
Dec-08-2020 16:23:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (), Sample |D: BNMDDO
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.c Sample|D

| Date L ocation User Value Reason
Dec-08-2020 16:23:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (@), BNMDDO
Skopje, Warsaw, Zagreb (b) (6)

EX

| Date L ocation User Value Reason
Dec-08-2020 16:23:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (), Sample |D: BNMDD1
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.d Sample ID

| Date L ocation User Value Reason
Dec-08-2020 16:23:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (), BNMDD1
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

‘ 1. Date of Visit
| Date L ocation User Value Reason
Feb-08-2021 11:14:44 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)
Skopje, Warsaw, Zagreb
Feb-08-2021 11:12:04 ACVOPFEINFP6000 |autoquery | Query 2: Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)
Skopje, Warsaw, Zagreb
Feb-08-2021 11:05:36 ACVOPFEINFPE000 |auto query | Query 2: Candidate Date of Visitis
(UTC+01:00) Sargjevo, (autoquery) completed but Date of
Skopje, Warsaw, Zagreb Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as appropriate.
Feb-08-2021 11:05:36 ACVOPFEINFP6000 |autoquery |Query 1: Candidate Date of Visitis
(UTC+01:00) Sargjevo, (autoquery) completed but Date of
Skopje, Warsaw, Zagreb Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
appropriate.
Feb-08-2021 11:05:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Feb/8/2021
Skopje, Warsaw, Zagreb
| 3. COVID-19 lliness Visit
| Date L ocation | User | Value Reason
Feb-08-2021 11:05:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |[COVID_A

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 14-Jan-2021 02:23

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

‘ 1. Date of Assessment:

| Date L ocation User Value Reason
Feb-08-2021 11:12:25 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)
Skopje, Warsaw, Zagreb
Feb-08-2021 11:12:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC+01:00) Saragjevo, (b) (6) Feb/8/2021
Skopje, Warsaw, Zagreb
Feb-08-2021 11:12:04 ACVOPFEINFP6000 |autoquery | Query 1: Opened Date of assessment is
(UTC+01:00) Sargjevo, (autoquery) not same as Date Visit.
Skopje, Warsaw, Zagreb Please check and
correct.
Feb-08-2021 11:12:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) Feb/3/2021
Skopje, Warsaw, Zagreb
‘ 2. Date of First Symptom Started:
| Date L ocation User Value Reason
Mar-03-2021 15:40:48 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC+01:00) Sargjevo, 4), query
Skopje, Warsaw, Zagreb (b)
(6)
Mar-03-2021 10:16:30 ACVOPFEINFP6000 |(b) (4), Query 1: Answered In the decision of the
(UTC+01:00) Sargjevo, (b) (6) Investigator symptoms
Skopje, Warsaw, Zagreb could indicate a Covid
disease therefore a
covid illness visit was
done.
Mar-02-2021 22:02:50 ACVOPFEINFP6000 |(b) Query 1: Opened Clin: As subject was
(UTC+01:00) Sargjevo, 4), vaccinated on
Skopje, Warsaw, Zagreb (b) 02Feb2021, if any
(6) symptoms are related
to study vaccine,
please record them on
AE CRF instead of
COVID illness visit.
Please see Protocol
Section 8.13 for
details.
Page 303 of 416

*** Confidential***

FDA-CBER-2021-5683-0820781




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 14-Jan-2021 02:23

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Feb-08-2021 11:12:38 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC+01:00) Saragjevo, (b) (6) Feb/3/2021

Skopje, Warsaw, Zagreb

Feb-08-2021 11:12:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Feb/8/2021

Skopje, Warsaw, Zagreb

| 3. Symptoms Ongoing?

‘ Date L ocation User Value Reason
Feb-16-2021 12:39:41 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC+01:00) Sargjevo, 58'(6) NO
Skopje, Warsaw, Zagreb Date of Last Symptom Resolved:

Feb/11/2021
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES
Skopje, Warsaw, Zagreb

| 4.a

| Date L ocation | User | Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Srgjevo, (b) (6) Symptoms: FEVER
Skopje, Warsaw, Zagreb Symptom Present: YES

| 4.a Symptoms:

| Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) FEVER
Skopje, Warsaw, Zagreb

| 4.a Was symptom present?

| Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES
Skopje, Warsaw, Zagreb

|4b

| Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 14-Jan-2021 02:23
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptoms: NEW OR INCREASE
Skopje, Warsaw, Zagreb D COUGH

Symptom Pr NO

esent:

| 4.b Symptoms:

‘ Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NEW OR INCREASED COUGH
Skopje, Warsaw, Zagreb

| 4.b Was symptom present?

‘ Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

| 4.c

‘ Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptom NEW OR INCREASED S
Skopje, Warsaw, Zagreb s: HORTNESS OF BREATH

Symptom NO
Present:

| 4.c Symptoms:

| Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NEW OR INCREASED SHORTNESS
Skopje, Warsaw, Zagreb OF BREATH

| 4.c Was symptom present?

| Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

|4d
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 14-Jan-2021 02:23

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4)

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

Date | L ocation User Value Reason
Feb-08-2021 11:07:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC+01:00) Sargjevo, (b) (6) Symptoms: CHILLS
Skopje, Warsaw, Zagreb Symptom Present: YES
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptoms: CHILLS
Skopje, Warsaw, Zagreb Symptom Present: NO

| 4.d Symptoms:

| Date L ocation | User | Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) CHILLS
Skopje, Warsaw, Zagreb

| 4.d Was symptom present?

| Date L ocation | User | Value Reason
Feb-08-2021 11:07:00 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC+01:00) Sargjevo, (b) (6) YES
Skopje, Warsaw, Zagreb
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

| 4e

| Date L ocation | User | Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptoms. NEW OR INCREASED
Skopje, Wersaw, Zagreb MUSCLE PAIN

Symptom P NO
resent:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 14-Jan-2021 02:23
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

| 4.e Symptoms:
| Date | L ocation | User |Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NEW OR INCREASED MUSCLE PA
Skopje, Warsaw, Zagreb IN
| 4.e Was symptom present?
| Date L ocation | User | Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 4f
| Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptoms. NEW LOSS OF TASTE
Skopje, Warsaw, Zagreb OR SMELL
Symptom P NO
resent:
| 4.f Symptoms:
| Date Location | User | Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NEW LOSS OF TASTE OR SMELL
Skopje, Warsaw, Zagreb
| 4.f Was symptom present?
| Date L ocation | User | Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 49
| Date Location | User | Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptoms. NEW OR INCREASED
Skopje, Warsaw, Zagreb SORE THROAT
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Header Text: C4591001

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

Feb/08/2021 Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4)

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

Symptom NO
Present:
| 4.9 Symptoms:
| Date | L ocation | User |Value | Reason
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) NEW OR INCREASED SORE THRO
Skopje, Warsaw, Zagreb AT
| 4.9 Was symptom present?
| Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 4h
| Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptoms: DIARRHEA

Skopje, Warsaw, Zagreb

Symptom Present: NO

| 4.h Symptoms:

‘ Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) DIARRHEA
Skopje, Warsaw, Zagreb

| 4.h Was symptom present?

‘ Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

|4

‘ Date L ocation User Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptoms: VOMITING

Skopje, Warsaw, Zagreb

Symptom Present: NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 14-Jan-2021 02:23

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials: ---

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

| 4.i Symptoms:
| Date | L ocation | User |Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) VOMITING
Skopje, Warsaw, Zagreb
| 4.i Was symptom present?
| Date L ocation | User |Value Reason
Feb-08-2021 11:06:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 5a
| Date L ocation | User |VaJue Reason
Mar-03-2021 10:15:54 ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC+01:00) Sargjevo, (b) (6) Symptoms - Other:
Skopje, Warsaw, Zagreb
Feb-08-2021 11:06:50 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptoms - Oth Headache (modera
Skopje, Warsaw, Zagreb er: te)
| 5.a Symptoms - Other Text:
| Date L ocation | User |Value Reason
Mar-03-2021 10:15:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC+01:00) Sargjevo, (b) (6)
Skopje, Warsaw, Zagreb
Feb-08-2021 11:06:50 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Headache (moderate)
Skopje, Warsaw, Zagreb
|5b
| Date L ocation User Value Reason
Mar-03-2021 10:16:05 ACVOPFEINFPG000 |(b) (4), Data Entry: New Information
(UTC+01:00) Sargjevo, (b) (6) Symptoms - Other:
Skopje, Warsaw, Zagreb
Feb-08-2021 11:07:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptoms-  pain at injection site (
Skopje, Warsaw, Zagreb Other: moderate)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 14-Jan-2021 02:23
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

| 5.b Symptoms - Other Text:

| Date | L ocation | User | Value Reason
Mar-03-2021 10:16:05 ACVOPFEINFPG000 |(b) (4), Data Entry: New Information
(UTC+01:00) Sargjevo, (b) (6)

Skopje, Warsaw, Zagreb

Feb-08-2021 11:07:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) pain at injection site (moderate)

Skopje, Warsaw, Zagreb
| 5.c
| Date L ocation | User | Value Reason
Mar-03-2021 10:16:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC+01:00) Sargjevo, (b) (6) Symptoms - Other:

Skopje, Warsaw, Zagreb

Feb-08-2021 11:13:29 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Symptoms - O swollen lymphknots (

Skopje, Warsaw, Zagreb ther: axillar)
‘ 5.c Symptoms - Other Text:
| Date L ocation User Value Reason
Mar-03-2021 10:16:14 ACVOPFEINFP6000 |(b) (4), Data Entry:. Transcription Error
(UTC+01:00) Sargjevo, (b) (6)

Skopje, Warsaw, Zagreb

Feb-08-2021 11:13:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) swollen lymphknots (axillar)

Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - Audit Trail
Feb/08/2021
Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Back to Form
Date L ocation User Value Reason
Feb-08-2021 11:13:52 ACVOPFEINFPG000 ((b) (4), Form Created
(UTC+01:00) Sargjevo, (b) (6)
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

| 1. Actual Date of Collection:

| Date | L ocation User Value Reason
Feb-10-2021 11:57:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, Eﬁ; 5 Not Done
Skopje, Warsaw, Zagreb
Feb-10-2021 11:56:26 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC+01:00) Sargjevo, gg'(s)
Skopje, Warsaw, Zagreb
Feb-08-2021 11:13:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Feb/8/2021
Skopje, Warsaw, Zagreb
| 2. Specimen Type:
| Date L ocation User Value Reason
Feb-10-2021 11:57:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, gg' ® Not Done
Skopje, Warsaw, Zagreb
Feb-10-2021 11:56:39 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC+01:00) Sargjevo, Eﬁ;'(e)
Skopje, Warsaw, Zagreb
Feb-08-2021 11:13:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RESPIRATORY SECRETIONS
Skopje, Warsaw, Zagreb
‘ 3. Specimen Collection Location:
| Date L ocation User Value Reason
Feb-10-2021 11:57:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, Eﬁ;' ) Not Done
Skopje, Warsaw, Zagreb
Feb-10-2021 11:56:52 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC+01:00) Sargjevo, Eﬁ;v@
Skopje, Warsaw, Zagreb
Feb-08-2021 11:13:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) NASOPHARYNX
Skopje, Warsaw, Zagreb
4. Assay Code and Description:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:54
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

*** Confidential***

Date | L ocation | User | Value Reason
Feb-10-2021 11:57:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | Not Done

Skopje, Warsaw, Zagreb

Feb-10-2021 11:56:26 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC+01:00) Sargjevo, (autocalc)

Skopje, Warsaw, Zagreb

Feb-08-2021 11:13:52 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) | SEVERE ACUTE RESP SYNDROME

Skopje, Warsaw, Zagreb CORONAVIRUS 2

‘ 5. Device Type:

| Date L ocation | User | Value Reason
Feb-10-2021 11:57:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | Not Done
Skopje, Warsaw, Zagreb
Feb-10-2021 11:56:26 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC+01:00) Sargjevo, (autocalc)

Skopje, Warsaw, Zagreb

Feb-08-2021 11:13:52 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SARS-COV-2 DIAGNOSTIC TEST

Skopje, Warsaw, Zagreb

| 6. Trade Name:

‘ Date L ocation User Value Reason
Feb-10-2021 11:57:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, Eﬁ; 5 Not Done
Skopje, Warsaw, Zagreb
Feb-10-2021 11:57:04 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC+01:00) Sargjevo, Eg;'(s)

Skopje, Warsaw, Zagreb

Feb-08-2021 11:13:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) ROCHE MOLECULAR SYSTEMS

Skopje, Warsaw, Zagreb COBAS SARS-COV-2

| 7. Test Result:

| Date L ocation User Value Reason
Feb-11-2021 20:10:40 ACVOPFEINFP6000 |(b) (4). Query 2: Closed Response satisfies
(UTC+01:00) Sargjevo, () (6) query
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 06-Jul-2020 21:54

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

Skopje, Warsaw, Zagreb (b) (4),

(b) (6)
Feb-11-2021 10:45:28 ACVOPFEINFPG000 |(b) (4), Query 2: Answered Patient was not
(UTC+01:00) Sargjevo, (b) (6) willing to do second

Skopje, Warsaw, Zagreb nasal swab.

Feb-10-2021 22:47:18 ACVOPFEINFP6000 |(b) Query 2: Opened DM1: Please verify

(UTC+01:00) Sargjevo, Egg © and confirm if

Skopje, Warsaw, Zagreb microbiology
specimen was
collected, and test
result will be provided
in the future. Thank
you.

Feb-10-2021 22:33:25 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

(UTC+01:00) Sargjevo, 8 ) query

Skopje, Warsaw, Zagreb

Feb-10-2021 11:57:48 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered test not done

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

Skopje, Warsaw, Zagreb

Feb-10-2021 11:57:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC+01:00) Sargjevo, (6) Not Done

Skopje, Warsaw, Zagreb

Feb-09-2021 15:00:10 ACVOPFEINFPG000 |(b) (4), Query 1: Opened DM: The response for

(UTC+01:00) Sargjevo, (b) (6) "Test Result" is

Skopje, Warsaw, Zagreb missing. Kindly
review and update.

| 8. Comments/Findings/Details:

‘ Date L ocation User Value Reason
Feb-10-2021 11:57:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, gg - Not Done
Skopje, Warsaw, Zagreb

| 9. Trade Name Other, Specify:

‘ Date L ocation User Value Reason
Feb-10-2021 11:57:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, gg 5 Not Done
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

‘ 1. Data Origin
| Date L ocation | User | Value Reason
Feb-08-2021 11:14:14 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(autocalc) | SITE

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Feb-08-2021 11:14:14 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | NASAL_SWAB_SELF

Skopje, Warsaw, Zagreb

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Feb-08-2021 11:14:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

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

| Date L ocation User Value Reason
Feb-08-2021 11:14:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) performed on site
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

‘ 1. Data Origin
| Date L ocation |User |VaJue Reason
Feb-08-2021 11:14:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SITE
Skopje, Warsaw, Zagreb
‘ 2. Sample Type
| Date L ocation |User |VaJue Reason
Feb-08-2021 11:14:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | NASAL_SWAB
Skopje, Warsaw, Zagreb
‘ 3. Sample Collected?
| Date L ocation User Value Reason
Feb-08-2021 14:57:25 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)
Skopje, Warsaw, Zagreb
Feb-08-2021 13:06:13 ACVOPFEINFPG000 |(b) (4), Query 1: Opened 'Sample Collected? is
(UTC+01:00) Sargjevo, (b) (6) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.
Please review and
correct as appropriate.
Feb-08-2021 11:14:44 ACVOPFEINFP6000 |auto query | Query 1: Candidate '‘Sample Collected? is
(UTC+01:00) Sarajevo, (autoquery) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.
Please review and
correct as appropriate.
Feb-08-2021 11:14:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) YES
Skopje, Warsaw, Zagreb Date of Collection:
Feb/8/2021
| 5a
| Date L ocation User Value Reason
Feb-08-2021 14:57:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, o Sample | D: BN15JM
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 22-Apr-2020 21:03
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

| 5.aSample 1D

| Date | Location User Value Reason
Feb-08-2021 14:57:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, @) BN15M

Skopje, Warsaw, Zagreb

() 6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 14-Jan-2021 02:24
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

[1a

| Date L ocation User Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Type of Practitioner: SPECIAL
Skopje, Warsaw, Zagreb IST

Occurrenceof Visitsor NO
Contacts:

| 1l.aPhysician or Healthcare Professional:

‘ Date L ocation User Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) SPECIALIST
Skopje, Warsaw, Zagreb

| 1.a Occurrence of Visitsor Contacts:

‘ Date L ocation User Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

| 1b

‘ Date L ocation User Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Type of Practitioner: EMERGENC
Skopje, Warsaw, Zagreb Y ROOM

Occurrenceof Visits NO
or Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 14-Jan-2021 02:24
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

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

| 1.b Physician or Healthcare Professional:

| Date | L ocation | User |Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) EMERGENCY ROOM
Skopje, Warsaw, Zagreb
| 1.b Occurrence of Visitsor Contacts:
| Date L ocation | User | Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 1c
| Date L ocation User Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Type of Practition PRIMARY CAR
Skopje, Warsaw, Zagreb er: E PHYSICIAN
Occurrence of Vis NO
itsor Contacts:
| 1.c Physician or Healthcare Professional:
| Date Location | User | Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) PRIMARY CARE PHYSICIAN
Skopje, Warsaw, Zagreb
| 1.c Occurrence of Visits or Contacts:
| Date L ocation | User | Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 1d
| Date Location | User | Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Type of Practitioner: URGENT C
Skopje, Warsaw, Zagreb ARE
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 14-Jan-2021 02:24
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

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

Occurrenceof Visitsor NO

Contacts:
| 1.d Physician or Healthcare Professional:
| Date | L ocation | User |Value | Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) URGENT CARE
Skopje, Warsaw, Zagreb
| 1.d Occurrence of Visitsor Contacts:
| Date L ocation User Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| le
| Date L ocation User Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Type of Practition TELEPHONE C
Skopje, Warsaw, Zagreb er: ONSULTATION
Occurrence of Vis NO
itsor Contacts:
| 1.e Physician or Healthcare Professional:
| Date L ocation | User |Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) TELEPHONE CONSULTATION
Skopje, Warsaw, Zagreb
| 1.e Occurrence of Visits or Contacts:
| Date L ocation | User |Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 14
| Date | L ocation | User |Value | Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b)(4). (b) (6) |Data Entry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 14-Jan-2021 02:24
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

(UTC+01:00) Sargjevo, ®) @, ®)®) | Typeof Practitioner: OTHE
Skopje, Warsaw, Zagreb R
Occurrence of Visitsor Con NO
tacts:
| 1.f Physician or Healthcare Professional:
| Date Location | User | Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) OTHER
Skopje, Warsaw, Zagreb
| 1.f Occurrence of Visits or Contacts:
| Date L ocation | User | Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
| 3. Has the subject been hospitalized due to potential COVID-19 illness?
| Date Location | User | Value Reason
Feb-08-2021 11:15:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:53
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

Back to Form

‘ 1. What isthe treatment | dentifier?

| Date L ocation User Value Reason
Feb-08-2021 11:15:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 2. Concomitant Non-drug Treatment Pre-specified:
| Date L ocation User Value Reason
Feb-08-2021 11:15:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 3. Treatment:
| Date L ocation User Value Reason
Feb-08-2021 11:15:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 4. Treatment:
| Date L ocation User Value Reason
Feb-08-2021 11:15:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5. Start Date:
| Date L ocation User Value Reason
Feb-08-2021 11:15:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 6. Ongoing?
| Date L ocation User Value Reason
Feb-08-2021 11:15:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: ILLNESS DETAILS - eCRF Audit Trail History
Feb/08/2021
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Back to Form
‘ 1. Category of Clinical Event:
| Date L ocation | User | Value Reason
Feb-08-2021 11:16:02 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | POTENTIAL COVID-19 ILLNESS

Skopje, Warsaw, Zagreb

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

| Date L ocation User Value Reason
Feb-08-2021 11:16:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

‘ 3. Toxicity Grade:

| Date L ocation User Value Reason
Feb-08-2021 11:16:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 2

Skopje, Warsaw, Zagreb

Page 323 of 416

*** Confidential***
FDA-CBER-2021-5683-0820801



Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History
Feb/08/2021

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

‘ 1. Category of Clinical Event:

| Date L ocation User Value Reason
Feb-08-2021 11:16:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 2. Subcategory of Clinical Event:

| Date L ocation User Value Reason
Feb-08-2021 11:16:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 3. Was a diagnosis obtained?

| Date L ocation User Value Reason
Feb-08-2021 11:16:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 4. Toxicity Grade:

| Date L ocation User Value Reason
Feb-08-2021 11:16:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Feb/08/2021 Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

‘ 1. Lab Pandl:

| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 2. Laboratory Name and Address

| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 3. Collection Date:

| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 4. Specimen Type:

| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
[5a
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor -Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

| 5.a Sponsor 1D:
| Date | L ocation | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.a Test:
| Date L ocation | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |((b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.a Result:
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.aNot Done:
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.aLNMT
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5b
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor-Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Not Done:: Not Applica
ble
Lab Normal Range: Not Applica
ble

| 5.b Sponsor ID:

| Date Location | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.b Test:

| Date L ocation | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.b Result:

| Date Location | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.b Not Done:

| Date L ocation | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5bLNMT

| Date Location User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.c

| Date Location User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6)
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Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Feb/08/2021 Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete
SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Skopje, Warsaw, Zagreb Sponsor-Defined Ident Not Applica
ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
‘ 5.c Sponsor 1D:
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5.c Test:
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
’ 5.c Result:
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5.c Not Done:
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5.CcLNMT
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

|5
| Date | L ocation | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor-Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

| 5.d Sponsor ID:
| Date | Location | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.d Test:
| Date Location | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |((b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.d Result:
| Date Location User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.d Not Done:
| Date Location User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.dLNMT
| Date Location User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.e
| Date Location User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor-Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Not Done:: Not Applica
ble
Lab Normal Range: Not Applica
ble

| 5.e Sponsor I1D:

| Date Location | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.e Test:

| Date L ocation | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.e Result:

| Date Location | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.eNot Done:

| Date L ocation | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5eLNMT

| Date Location User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

EL

| Date Location User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6)
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Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Feb/08/2021 Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete
SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Skopje, Warsaw, Zagreb Sponsor-Defined Ident Not Applica
ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
‘ 5.f Sponsor ID:
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5.f Test:
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
|51 Result:
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5.f Not Done:
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5fLNMT
| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:58
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

| 5.9
| Date | L ocation | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor-Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Feb/08/2021 Audit Trail History

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
| 5.g Sponsor 1D:
| Date | L ocation | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

| 5.g Test:

| Date L ocation | User |Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFP6000 |((b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

| 5.9 Result:

| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

| 5.g Not Done:

| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

| 59LNMT

| Date L ocation User Value Reason
Feb-08-2021 11:16:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)
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Header Text: C4591001
Visit: POT_COVID_ILL 1-Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/08/2021 Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

‘ 1. Lab Pandl:

| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 2. Laboratory Name and Address

| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 3. Collection Date:

| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 4. Specimen Type:

| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
[5a
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor -Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

| 5.a Sponsor 1D:
| Date | L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.a Test:
| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.a Result:
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.aNot Done:
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.aLNMT
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5b
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor -Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Not Done:: Not Applica
ble
Lab Normal Range: Not Applica
ble

| 5.b Sponsor ID:

| Date Location | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.b Test:

| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.b Result:

| Date Location | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.b Not Done:

| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5bLNMT

| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.c

| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Feb/08/2021 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete
SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Skopje, Warsaw, Zagreb Sponsor-Defined Ident Not Applica
ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
‘ 5.c Sponsor 1D:
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5.c Test:
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
’ 5.c Result:
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5.c Not Done:
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5.CcLNMT
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

|5
| Date | L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor-Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

| 5.d Sponsor ID:
| Date | Location | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.d Test:
| Date Location | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.d Result:
| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.d Not Done:
| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.dLNMT
| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.e
| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor -Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Not Done:: Not Applica
ble
Lab Normal Range: Not Applica
ble

| 5.e Sponsor I1D:

| Date Location | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.e Test:

| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.e Result:

| Date Location | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.eNot Done:

| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5eLNMT

| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

EL

| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Feb/08/2021 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete
SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Skopje, Warsaw, Zagreb Sponsor-Defined Ident Not Applica
ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
‘ 5.f Sponsor ID:
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5.f Test:
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
|51 Result:
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5.f Not Done:
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 5fLNMT
| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

| 5.9
| Date | L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor-Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

| 5.g Sponsor 1D:
| Date | Location | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.g Test:
| Date Location | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.9 Result:
| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.g Not Done:
| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.0LNMT
| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
|5h
| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor -Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble
Test:: Not Applica
ble
Result:: Not Applica
ble
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090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Not Done:: Not Applica
ble
Lab Normal Range: Not Applica
ble

| 5.h Sponsor ID:

| Date Location | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.h Test:

| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.h Result:

| Date Location | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.h Not Done:

| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.h LNMT

| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

|si

| Date Location User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/08/2021
Form Version: 10-Oct-2020 16:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Skopje, Warsaw, Zagreb

Forschung
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:55
Sponsor-Defined Ident Not Applica
ifier: ble
Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Feb/08/2021 Audit Trail History

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

| 5.i Sponsor ID:

| Date | L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.i Test:

| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.i Result:

| Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5.i Not Done:

‘ Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5i LNMT

‘ Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb

| 5

‘ Date L ocation User Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Sponsor -Defined Ident Not Applica
Skopje, Warsaw, Zagreb ifier: ble

Test:: Not Applica
ble
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Feb/08/2021 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete
SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
| 5.j Sponsor 1D:
| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5. Test:
| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.j Result:
| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5.j Not Done:
| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
| 5j LNMT
| Date L ocation | User |Value Reason
Feb-08-2021 11:18:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton  Form: VITAL SIGNS- COVID - Audit Trail
Feb/08/2021
Form Version: 10-Oct-2020 15:59 Form Status:
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Back to Form
Date L ocation User Value Reason
Feb-08-2021 11:19:12 ACVOPFEINFPG000 ((b) (4), Form Created
(UTC+01:00) Sargjevo, (b) (6)
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Feb/08/2021

Form Version: 10-Oct-2020 15:59

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

| 1. Date:
| Date | L ocation User Value Reason
Feb-08-2021 11:19:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Feb/8/2021
Skopje, Warsaw, Zagreb
| 2a
| Date L ocation User Value Reason
Feb-08-2021 11:19:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Record I dentifier:: 1
Skopje, Warsaw, Zagreb systolic:: 14
7
Diastolic:: 10
3
Respiratory Ratein respirations 14
/minute:
Heart Ratein beatsminute: 75
| 2.a Record I dentifier:
| Date L ocation | User |Value Reason
Feb-08-2021 11:19:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 1
Skopje, Warsaw, Zagreb
| 2.a Systalic:
| Date L ocation | User ‘ Value Reason
Feb-10-2021 19:28:42 ACVOPFEINFPG000 |(b) Query 1: Closed Response satisfies
(UTC+01:00) Sarajevo, (4), query
Skopje, Warsaw, Zagreb (b)
(6)
Feb-10-2021 11:59:58 ACVOPFEINFPG000 |(b) (4), (b) Query 1. Answered ncs
(UTC+01:00) Sargjevo, (6)
Skopje, Warsaw, Zagreb
Feb-08-2021 19:20:09 ACVOPFEINFPG000 |(b) Query 1: Reissued:Opened Please verify if thisis
(UTC+01:00) Sarajevo, (4), clinically significant.
Skopje, Warsaw, Zagreb (b)
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Feb/08/2021

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Feb-08-2021 11:26:37 ACVOPFEINFP6000 |(b) (4), Query 1. Answered Origina vaueis

(UTC+01:00) Sargjevo, (b) (6) correct

Skopje, Warsaw, Zagreb

Feb-08-2021 11:19:12 ACVOPFEINFP6000 | auto query Query 1: Opened Systolic BP 147 is

(UTC+01:00) Sargjevo, (autoquery) outside of Normal

Skopje, Warsaw, Zagreb Range 90 - 140.

Feb-08-2021 11:19:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC+01:00) Sarajevo, (b) (6) 147

Skopje, Warsaw, Zagreb

| 2.aDiastolic:

‘ Date L ocation User Value Reason
Feb-10-2021 19:28:59 ACVOPFEINFPE000 |(b) Query 1: Closed Response satisfies
(UTC+01:00) Sarajevo, (4), query
Skopje, Warsaw, Zagreb (b)

(6)
Feb-10-2021 12:00:12 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered ncs
(UTC+01:00) Sargjevo, (6)
Skopje, Warsaw, Zagreb
Feb-08-2021 19:20:37 ACVOPFEINFP6000 |(b) Query 1: Reissued:Opened Please verify if thisis
(UTC+01:00) Sargjevo, (4), clinically significant.
Skopje, Warsaw, Zagreb (b)

(6)
Feb-08-2021 11:26:51 ACVOPFEINFP6000 |(b) (4), Query 1. Answered Origina vaueis
(UTC+01:00) Sargjevo, (b) (6) correct
Skopje, Warsaw, Zagreb
Feb-08-2021 11:19:12 ACVOPFEINFP6000 | auto query Query 1: Opened Diastolic BP 103 is
(UTC+01:00) Sargjevo, (autoquery) outside of Normal
Skopje, Warsaw, Zagreb Range 60 - 90.
Feb-08-2021 11:19:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) 103
Skopje, Warsaw, Zagreb

| 2.a Respiratory Rate in respirations/minute:

‘ Date L ocation User Value Reason
Feb-08-2021 11:19:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 14
Skopje, Warsaw, Zagreb

| 2.aHeart Rate in beatsminute:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 10-Oct-2020 15:59
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Date | Location User Value Reason
Feb-08-2021 11:19:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 75

Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail
Feb/08/2021
Form Version: 10-Oct-2020 16:04 Form Status:
Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung
Subject No: 11941058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
Back to Form
Date Location User Value Reason
Feb-08-2021 11:19:33 ACVOPFEINFPG000 ((b) (4), Form Created
(UTC+01:00) Sargjevo, (b) (6)
Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History
Feb/08/2021

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

| 1. Date:

| Date | L ocation User Value Reason
Feb-08-2021 11:19:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Feb/8/2021

Skopje, Warsaw, Zagreb

| 2a

| Date L ocation User Value Reason
Feb-08-2021 11:19:33 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Record Identifier:: 1

Skopje, Warsaw, Zagreb Oxygen Saturation: 98.0

| 2.a Record I dentifier:

‘ Date L ocation User Value Reason
Feb-08-2021 11:19:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 1

Skopje, Warsaw, Zagreb

| 2.a SPO2 Pulse Oximetry %

‘ Date L ocation User Value Reason
Feb-08-2021 11:19:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 98.0

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:52
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

Back to Form

‘ 1. Date Time of Assessment:

| Date L ocation User Value Reason
Feb-08-2021 11:25:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 2. Arterial Blood Gases PaO2 (mmHg):
| Date L ocation User Value Reason
Feb-08-2021 11:25:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 3. FiO2 (Fraction of Inhaled Oxygen):
| Date L ocation User Value Reason
Feb-08-2021 11:25:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Feb/08/2021

Form Version: 06-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit
Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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
Feb-08-2021 11:25:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 2. Category:
| Date L ocation User Value Reason
Feb-08-2021 11:25:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 3. Concomitant Medications Pre-specified:
| Date L ocation User Value Reason
Feb-08-2021 11:25:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

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., | ngredient(s), route, use, formulation).

| Date L ocation User Value Reason
Feb-08-2021 11:25:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 5. Start Date:

| Date L ocation User Value Reason
Feb-08-2021 11:25:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 6. Ongoing?

| Date | L ocation | User |Value | Reason
Feb-08-2021 11:25:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
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Header Text: C4591001

Feb/08/2021
Form Version: 06-Jul-2020 21:55
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit

Trail History

Form Status: Data Complete

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Skopje, Warsaw, Zagreb

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1-Unscheduled Visiton  Form: IMAGING - eCRF Audit Trail History
Feb/08/2021

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

‘ 1. Date of Assessment:

| Date L ocation User Value Reason
Feb-08-2021 11:26:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 2. Location of Assessment:

| Date L ocation User Value Reason
Feb-08-2021 11:26:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb

‘ 3. Type of Imaging Exam:

| Date L ocation User Value Reason
Feb-08-2021 11:26:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable
Skopje, Warsaw, Zagreb
‘ 4. Assessment:
| Date L ocation User Value Reason
Feb-08-2021 11:26:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Not Applicable

Skopje, Warsaw, Zagreb
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Header Text: C4591001

on Mar/08/2021
Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

History

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

Back to Form

‘ 1. Date of Visit

| Date L ocation User Value Reason
Mar-08-2021 13:41:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Mar/8/2021

Skopje, Warsaw, Zagreb

‘ 3. COVID-19 IlIness Visit:

| Date L ocation | User |Value Reason
Mar-08-2021 13:41:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) COVID_A1

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

on Mar/08/2021

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

‘ 1. Data Origin
| Date L ocation |User |VaJue Reason
Mar-08-2021 13:41:26 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SITE
Skopje, Warsaw, Zagreb
‘ 2. Sample Type
| Date L ocation |User |VaJue Reason
Mar-08-2021 13:41:26 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SERUM
Skopje, Warsaw, Zagreb
‘ 3. Sample Collected?
|Date L ocation User Value Reason
Mar-09-2021 14:16:18 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)
Skopje, Warsaw, Zagreb
Mar-09-2021 11:45:15 ACVOPFEINFP6000 |(b) (4), Query 1. Opened ‘Sample Collected? is
(UTC+01:00) Sargjevo, (b) (6) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.
Please review and
correct as appropriate.
Mar-08-2021 13:41:26 ACVOPFEINFP6000 |autoquery | Query 1: Candidate '‘Sample Collected? is
(UTC+01:00) Sarajevo, (autoquery) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.
Please review and
correct as appropriate.
Mar-08-2021 13:41:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) YES
Skopje, Warsaw, Zagreb Date of Collection:
Mar/8/2021
| 5a
| Date L ocation User Value Reason
Mar-09-2021 14:16:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (4), Sample |D: BN15LM
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

on Mar/08/2021

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

| 5.aSample 1D

| Date ‘ L ocation User Value Reason
Mar-09-2021 14:16:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, @, BN15LM
Skopje, Warsaw, Zagreb (b) (6)

|5b

| Date L ocation User Value Reason
Mar-09-2021 14:16:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), Sample ID: BN15LN
Skopje, Warsaw, Zagreb (b) (6)

| 5.b Sample ID

| Date L ocation User Value Reason
Mar-09-2021 14:16:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, @), BN15LN
Skopje, Warsaw, Zagreb (b) (6)

| 5.c

| Date L ocation User Value Reason
Mar-09-2021 14:16:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (4), Sample |D: BNMPNK
Skopje, Warsaw, Zagreb (b) (6)

| 5.c Sample D

| Date L ocation User Value Reason
Mar-09-2021 14:16:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, @), BNMPNK
Skopje, Warsaw, Zagreb (b) (6)

|5

| Date L ocation User Value Reason
Mar-09-2021 14:17:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

),
(b) (6)

Sample |D: BNMPNL
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

on Mar/08/2021

Audit Trail History

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4)

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

| 5.d Sample ID

| Date ‘ L ocation User Value Reason
Mar-09-2021 14:17:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, 4), BNMPNL

Skopje, Warsaw, Zagreb

(b) (6)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason

Feb-26-2021 13:41:05 ACVOPFEINFPG000 ((b) (4), Form Created

(UTC+01:00) Sargjevo, (b) (6)

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason

Feb-26-2021 13:41:48 ACVOPFEINFP6000 ((b) (4), Form Created

(UTC+01:00) Sargjevo, (b) (6)

Skopje, Warsaw, Zagreb

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason

Feb-26-2021 13:42:46 ACVOPFEINFP6000 ((b) (4), Form Created

(UTC+01:00) Sargjevo, (b) (6)

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason

Feb-26-2021 13:47:36 ACVOPFEINFP6000 ((b) (4), Form Created

(UTC+01:00) Sargjevo, (b) (6)

Skopje, Warsaw, Zagreb

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason

Feb-26-2021 13:48:57 ACVOPFEINFP6000 ((b) (4), Form Created

(UTC+01:00) Sargjevo, (b) (6)

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

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

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |ADVERSE EVENT
Skopje, Warsaw, Zagreb

| 2. AE ID:

| Date L ocation | User | Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) (1
Skopje, Warsaw, Zagreb
3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

| Date L ocation User Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Pain at injection site
Skopje, Warsaw, Zagreb

| 4. Start Date Time:

‘ Date L ocation User Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Jan/12/2021 20:00
Skopje, Warsaw, Zagreb

| 5. Isthe adverse event till ongoing?

‘ Date L ocation User Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb End Date Time:

Feb/15/2021 UNK:UNK

| 6. Toxicity Grade:

| Date L ocation | User | Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) 2

Skopje, Warsaw, Zagreb
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Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

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).

Skopje, Warsaw, Zagreb

Date Location User Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) 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-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 9. Isthis event related to study treatment:

| Date L ocation | User | Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RELATED

Skopje, Warsaw, Zagreb

| 10. Latest Action Taken with Study Treatment:

| Date Location | User | Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NOT APPLICABLE

Skopje, Warsaw, Zagreb

| 11. Was a Concomitant Medication given?

| Date L ocation | User | Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 12. Was a Non-Drug Treatment given?

| Date | L ocation | User |Value | Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b)(4). (b) (6) |Data Entry: Initial Entry
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

(UTC+01:00) Sargjevo, (b) (4). (b) (6) | NO
Skopje, Warsaw, Zagreb

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

| Date | Location | User |Value | Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RECOVERED/RESOLVED

Skopje, Warsaw, Zagreb

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

| Date Location | User |Value Reason
Feb-26-2021 13:41:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

| 1. Category:

| Date | L ocation | User | Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |ADVERSE EVENT

Skopje, Warsaw, Zagreb

| 2. AEID:

| Date L ocation | User | Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |2

Skopje, Warsaw, Zagreb

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

‘ Date L ocation User Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Pain at injection site
Skopje, Warsaw, Zagreb

| 4, Start Date Time:

‘ Date L ocation User Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Feb/4/2021 UNK:UNK
Skopje, Warsaw, Zagreb

| 5. Isthe adverse event till ongoing?

‘ Date L ocation User Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb End Date Time:

Feb/11/2021 UNK:UNK

| 6. Toxicity Grade:

| Date L ocation | User | Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) 2
Skopje, Warsaw, Zagreb
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Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

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).

Skopje, Warsaw, Zagreb

Date Location User Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) 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-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 9. Isthis event related to study treatment:

| Date L ocation | User | Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RELATED

Skopje, Warsaw, Zagreb

| 10. Latest Action Taken with Study Treatment:

| Date Location | User | Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NOT APPLICABLE

Skopje, Warsaw, Zagreb

| 11. Was a Concomitant Medication given?

| Date L ocation | User | Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 12. Was a Non-Drug Treatment given?

| Date | L ocation | User |Value | Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b)(4). (b) (6) |Data Entry: Initial Entry
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Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

(UTC+01:00) Sargjevo, (b) (4). (b) (6) | NO
Skopje, Warsaw, Zagreb

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

| Date | Location | User |Value | Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RECOVERED/RESOLVED

Skopje, Warsaw, Zagreb

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

| Date Location | User |Value Reason
Feb-26-2021 13:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb
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Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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

Back to Form

| 1. Category:

| Date | L ocation | User | Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |ADVERSE EVENT
Skopje, Warsaw, Zagreb

| 2. AEID:

| Date L ocation | User | Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |3
Skopje, Warsaw, Zagreb
3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

‘ Date L ocation User Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Headache
Skopje, Warsaw, Zagreb

| 4. Start Date Time:

‘ Date L ocation User Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Feb/3/2021 20:00
Skopje, Warsaw, Zagreb

| 5. Isthe adverse event till ongoing?

‘ Date L ocation User Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb End Date Time:

Feb/11/2021 UNK:UNK

| 6. Toxicity Grade:

| Date L ocation | User | Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) 2
Skopje, Warsaw, Zagreb
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Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

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).

Skopje, Warsaw, Zagreb

Date Location User Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) 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-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 9. Isthis event related to study treatment:

| Date L ocation | User | Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RELATED

Skopje, Warsaw, Zagreb

| 10. Latest Action Taken with Study Treatment:

| Date Location | User | Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NOT APPLICABLE

Skopje, Warsaw, Zagreb

| 11. Was a Concomitant Medication given?

| Date L ocation | User | Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 12. Was a Non-Drug Treatment given?

| Date | L ocation | User |Value | Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b)(4). (b) (6) |Data Entry: Initial Entry
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Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

(UTC+01:00) Sargjevo, (b) (4). (b) (6) | NO
Skopje, Warsaw, Zagreb

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

| Date | Location | User |Value | Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RECOVERED/RESOLVED

Skopje, Warsaw, Zagreb

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

| Date Location | User |Value Reason
Feb-26-2021 13:42:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

| 1. Category:

| Date | L ocation | User | Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |ADVERSE EVENT

Skopje, Warsaw, Zagreb

| 2. AEID:

| Date L ocation | User | Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |4

Skopje, Warsaw, Zagreb

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

‘ Date L ocation User Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Swelling lymph node (axillar right)

Skopje, Warsaw, Zagreb

| 4, Start Date Time:

‘ Date L ocation User Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Feb/4/2021 UNK:UNK
Skopje, Warsaw, Zagreb

| 5. Isthe adverse event till ongoing?

‘ Date L ocation User Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb End Date Time:

Feb/11/2021 UNK:UNK

| 6. Toxicity Grade:

| Date L ocation | User | Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) 2
Skopje, Warsaw, Zagreb
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

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).

Skopje, Warsaw, Zagreb

Date Location User Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) 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-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 9. Isthis event related to study treatment:

| Date L ocation | User | Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RELATED

Skopje, Warsaw, Zagreb

| 10. Latest Action Taken with Study Treatment:

| Date Location | User | Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NOT APPLICABLE

Skopje, Warsaw, Zagreb

| 11. Was a Concomitant Medication given?

| Date L ocation | User | Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 12. Was a Non-Drug Treatment given?

| Date | L ocation | User |Value | Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b)(4). (b) (6) |Data Entry: Initial Entry
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

(UTC+01:00) Sargjevo, (b) (4). (b) (6) | NO
Skopje, Warsaw, Zagreb

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

| Date | Location | User |Value | Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RECOVERED/RESOLVED

Skopje, Warsaw, Zagreb

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

| Date Location | User |Value Reason
Feb-26-2021 13:47:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 12:55

Back to Form

| 1. Category:

| Date | L ocation | User | Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |ADVERSE EVENT
Skopje, Warsaw, Zagreb

| 2. AEID:

| Date L ocation | User | Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |5
Skopje, Warsaw, Zagreb
3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

‘ Date L ocation User Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Pain at thumb base joint
Skopje, Warsaw, Zagreb

| 4. Start Date Time:

‘ Date L ocation User Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Feb/4/2021 UNK:UNK
Skopje, Warsaw, Zagreb

| 5. Isthe adverse event till ongoing?

‘ Date L ocation User Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb End Date Time:

Feb/11/2021 UNK:UNK

| 6. Toxicity Grade:

| Date L ocation | User | Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) 2

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

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).

Skopje, Warsaw, Zagreb

Date Location User Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) 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-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 9. Isthis event related to study treatment:

| Date L ocation | User | Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RELATED

Skopje, Warsaw, Zagreb

| 10. Latest Action Taken with Study Treatment:

| Date Location | User | Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NOT APPLICABLE

Skopje, Warsaw, Zagreb

| 11. Was a Concomitant Medication given?

| Date L ocation | User | Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) NO

Skopje, Warsaw, Zagreb

| 12. Was a Non-Drug Treatment given?

| Date | L ocation | User |Value | Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b)(4). (b) (6) |Data Entry: Initial Entry
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

(UTC+01:00) Sargjevo, (b) (4). (b) (6) | NO
Skopje, Warsaw, Zagreb

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

| Date | Location | User |Value | Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RECOVERED/RESOLVED

Skopje, Warsaw, Zagreb

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

| Date Location | User |Value Reason
Feb-26-2021 13:48:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO

Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: Logs - Unscheduled
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Audit Trail

Form Status:

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

*** Confidential***

Date Location User Value Reason
Jan-18-2021 11:03:52 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC+01:00) Sargjevo, (b) (6)
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
eCRF Audit Trail History

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

| 1. What is the medication identifier?

| Date | L ocation | User | Value Reason
Jan-18-2021 11:03:52 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC+01:00) Sarajevo, (autocalc) |1

Skopje, Warsaw, Zagreb

| 2. Category:

| Date L ocation | User | Value Reason
Jan-18-2021 11:03:52 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC+01:00) Saragjevo, (autocalc) | VACCINATIONS

Skopje, Warsaw, Zagreb

| 3. Concomitant Medications Pre-specified:

| Date L ocation | User | Value Reason
Jan-18-2021 11:03:52 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC+01:00) Sarajevo, (autocalc) | NO

Skopje, Warsaw, Zagreb

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. I nclude clarifying information in the Medication text (e.g., Ingredient(s), route, use, formulation).

| Date L ocation User Value Reason
Jan-18-2021 11:03:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Influvac tetra

Skopje, Warsaw, Zagreb

| 5. Date:

| Date L ocation User Value Reason
Jan-18-2021 11:03:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (b) (6) Nov/25/2020

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: Unplanned 1 - Unscheduled Visit on
Feb/03/2021

Form Version: 22-Apr-2020 21:02
SiteNo: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

‘ 1. Date of Visit

| Date L ocation User Value Reason
Feb-03-2021 16:07:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Feb/3/2021

Skopje, Warsaw, Zagreb

*** Confidential***
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Header Text: C4591001

Visit: Unplanned 1 - Unscheduled Visit on Form: UNPLANNED VISIT - eCRF Audit Trail History

Feb/03/2021

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

‘ 1. Assessments

| Date L ocation User Value Reason
Feb-03-2021 16:09:15 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)

Skopje, Warsaw, Zagreb

Feb-03-2021 16:07:31 ACVOPFEINFPE000 |autoquery | Query 1. Candidate 'Contact Outcome is
(UTC+01:00) Sargjevo, (autoquery) ticked however
Skopje, Warsaw, Zagreb 'CONTACT

OUTCOME formis
not entered. Please
review and update as
appropriate.

Feb-03-2021 16:07:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) CONTACT OUTCOME
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: Unplanned 1 - Unscheduled Visit on Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail History

Feb/03/2021

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

‘ 1. Contact Type:

| Date L ocation | User | Value Reason
Feb-03-2021 16:09:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | TELEPHONE VISIT

Skopje, Warsaw, Zagreb

‘ 2. Was contact made?

| Date L ocation User Value Reason
Feb-08-2021 16:16:13 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC+01:00) Sargjevo, (b) (6) query
Skopje, Warsaw, Zagreb
Feb-08-2021 12:32:51 ACVOPFEINFPG6000 |(b) (4), Query 1. Answered itisdtill part of the
(UTC+01:00) Sargjevo, (b) (6) unplanned assessment
Skopje, Warsaw, Zagreb of 03.02.
Feb-05-2021 15:50:37 ACVOPFEINFPE000 |(b) (4), Query 1: Opened the patient reported a
(UTC+01:00) Sargjevo, (b) (6) COVID illness
Skopje, Warsaw, Zagreb symptom in theillness

diary on Feb.5th: is
this still part of the
Feb. 3rd unplanned
assessment or should
it be considered a new

symptom?

Feb-03-2021 16:09:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES
Skopje, Warsaw, Zagreb Date of Contact:

Feb/3/2021

Contact Outcome:

VISIT NOT REQUIRED, INVES

TIGATOR DECISION

| 3. Comments:

‘ Date L ocation User ‘ Value | Reason
Feb-09-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | Response satisfies query
08:28:25 1: Clo
(UTC+01:00) sed
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Header Text: C4591001

Visit: Unplanned 1 - Unscheduled Visit on
Feb/03/2021

Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

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

Sargjevo,
Skopje,
Warsaw,
Zagreb
Feb-08-2021 | ACVOPFEINFPE000 (b) (4), Query | Will be done.
11:04:27 (b) (6) 1: Ans
(UTC+01:00) wered
Saragjevo,
Skopje,
Warsaw,
Zagreb
Feb-05-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | Thefollowing text was
13:44:57 (b) (4) 1: Op |indicated in the comment field
(UTC+01:00) ened | [Vaccination
Sarajevo, reaction,Headache,Fever,pain].
Skopje, For any COVID 19 symptoms
Warsaw, data should be collected on the
Zagreb Covid llIness page or eDiary.
Please review and update as
necessary else clarify. (b) (4)
Feb-03-2021 | ACVOPFEINFPE000 (b) (4), Data | Initial Entry
16:09:15 (b) (6) Entry
(UTC+01:00) N
Sarajevo, Vacci
Skopje, nation
Warsaw, reacti
Zagreb on:
Heada
che (
moder
ate), F
ever (
37.7d
egrees
), Chil
Is(mo
derate
), pain
ainje
ctions
ite(m
oderat
€)
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Header Text: C4591001

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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-08-2020 16:07:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) Dec/8/2020
Skopje, Warsaw, Zagreb

‘ 2. Phase of Disposition:

’ Date L ocation | User | Value Reason
Dec-08-2020 16:07:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (autocalc) | VACCINATION
Skopje, Warsaw, Zagreb

‘ 3. Status:

‘ Date L ocation User Value Reason
Dec-08-2020 16:07:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) COMPLETED
Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

‘ 1. Date of Visit
‘ Date L ocation User Value Reason
Jan-11-2021 16:33:17 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Jan/11/2021
Skopje, Warsaw, Zagreb
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Site No: 1194

Header Text: C4591001
Visit: Potentia ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

Subject No: 11941058
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:25

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

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-11-2021 16:33:38 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)
Skopje, Warsaw, Zagreb
Jan-11-2021 16:33:26 ACVOPFEINFPE000 |autoquery | Query 1: Candidate The response indicates
(UTC+01:00) Sargjevo, (autoquery) participant was
Skopje, Warsaw, Zagreb unblinded, however
the TREATMENT
UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.
Jan-11-2021 16:33:26 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Participant iswilling to return for Vac
Skopje, Warsaw, Zagreb cination 3
Participant is:
eligible per local/national recomme
ndations and confirmed to have rec
eived only placebo at Vaccination 1
2
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

‘ 1. Date of Visit

‘ Date L ocation User Value Reason
Jan-12-2021 14:51:54 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Jan/12/2021

Skopje, Warsaw, Zagreb
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

‘ 1. Consent Was:
| Date L ocation User Value Reason
Jan-12-2021 14:52:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) OBTAINED
Skopje, Warsaw, Zagreb Date Written Consent Obtained
Jan/12/2021
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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
Jan-12-2021 14:52:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Jan/12/2021

Skopje, Warsaw, Zagreb

‘ 2. Phase of Disposition:

| Date L ocation | User | Value Reason
Jan-12-2021 14:52:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | REPEAT SCREENING 1

Skopje, Warsaw, Zagreb

‘ 3. Status:

| Date L ocation User Value Reason
Jan-12-2021 14:52:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) COMPLETED

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

| 1. Lab Pandl:

‘ Date L ocation | User | Value Reason
Jan-12-2021 14:52:39 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | URINALYSIS

Skopje, Warsaw, Zagreb

| 2. Lab Sub-Pane!:

‘ Date L ocation | User | Value Reason
Jan-12-2021 14:52:39 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | PREGNANCY

Skopje, Warsaw, Zagreb

| 3. Collection Date:

‘ Date L ocation User Value Reason
Jan-12-2021 14:52:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Jan/12/2021
Skopje, Warsaw, Zagreb

| 4. Laboratory Name and Address (Derived)

‘ Date L ocation | User | Value Reason
Jan-12-2021 14:52:39 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | STUDY SITE

Skopje, Warsaw, Zagreb

| 5. Specimen Type:

‘ Date L ocation | User | Value Reason
Jan-12-2021 14:52:39 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | URINE

Skopje, Warsaw, Zagreb

| 6.a
‘ Date L ocation | User | Value Reason
Jan-12-2021 14:52:39 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | Sponsor-Defined 113
Skopje, Warsaw, Zagreb | dentifier:
Test:: Choriogonadotropin
Beta PX113
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:23

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Result::
Not Done:: NOT DONE
| 6.a Sponsor 1D:
| Date L ocation | User |Value Reason
Jan-12-2021 14:52:39 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) | 113
Skopje, Warsaw, Zagreb
| 6.a Test:
| Date L ocation User Value Reason
Jan-12-2021 14:52:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Choriogonadotropin Beta PX113
Skopje, Warsaw, Zagreb
| 6.a Not Done:
| Date L ocation User Value Reason
Jan-12-2021 14:52:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NOT DONE

Skopje, Warsaw, Zagreb

Page 396 of 416

*** Confidential***
FDA-CBER-2021-5683-0820874




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

‘ 1. Data Origin
|Date L ocation |User |VaJue Reason
Jan-12-2021 14:52:53 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SITE
Skopje, Warsaw, Zagreb
‘ 2. Sample Type
|Date L ocation |User |VaJue Reason
Jan-12-2021 14:52:53 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SERUM
Skopje, Warsaw, Zagreb
‘ 3. Sample Collected?
|Date L ocation User Value Reason
Jan-12-2021 16:10:48 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)
Skopje, Warsaw, Zagreb
Jan-12-2021 14:52:53 ACVOPFEINFPE000 |auto query | Query 1. Candidate '‘Sample Collected? is
(UTC+01:00) Sargjevo, (autoquery) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.
Please review and
correct as appropriate.
Jan-12-2021 14:52:53 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES
Skopje, Warsaw, Zagreb Date of Collection:
Jan/12/2021
[5a
|Date L ocation User Value Reason
Jan-12-2021 16:10:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sarajevo, ), Sample |D: BN15CY
Skopje, Warsaw, Zagreb (b) (6)
‘ 5.a Sample D
|Date L ocation User Value Reason
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject Initials: ---

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

Jan-12-2021 16:10:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), BN15CY
Skopje, Warsaw, Zagreb (b) (6)

|50

‘ Date L ocation User Value Reason
Jan-12-2021 16:11:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), Sample |D: BN15CZ
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.b Sample ID

| Date L ocation User Value Reason
Jan-12-2021 16:11:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), BN15CZ
Skopje, Warsaw, Zagreb (b) (6)

(50

| Date L ocation User Value Reason
Jan-12-2021 16:11:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), Sample | D: BNMPKK
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.c Sample|D

| Date L ocation User Value Reason
Jan-12-2021 16:11:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, 4), BNMPKK
Skopje, Warsaw, Zagreb (b) (6)

EX

| Date L ocation User Value Reason
Jan-12-2021 16:11:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), Sample 1D: BNMPKL
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.d Sample ID

| Date L ocation User Value Reason
Jan-12-2021 16:11:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (), BNMPKL
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject Initials: ---

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

Back to Form

‘ 1. Data Origin
|Date L ocation |User |VaJue Reason
Jan-12-2021 14:53:03 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SITE
Skopje, Warsaw, Zagreb
‘ 2. Sample Type
|Date L ocation |User |VaJue Reason
Jan-12-2021 14:53:03 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | NASAL_SWAB
Skopje, Warsaw, Zagreb
‘ 3. Sample Collected?
|Date L ocation User Value Reason
Jan-12-2021 16:11:50 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)
Skopje, Warsaw, Zagreb
Jan-12-2021 14:53:03 ACVOPFEINFPE000 |auto query | Query 1. Candidate '‘Sample Collected? is
(UTC+01:00) Sargjevo, (autoquery) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.
Please review and
correct as appropriate.
Jan-12-2021 14:53:03 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES
Skopje, Warsaw, Zagreb Date of Collection:
Jan/12/2021
[5a
|Date L ocation User Value Reason
Jan-12-2021 16:11:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sarajevo, ), Sample |D: BN15CT
Skopje, Warsaw, Zagreb (b) (6)
‘ 5.a Sample D
|Date L ocation User Value Reason
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Header Text: C4591001
Visit: V101_VAX3

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4)

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

Jan-12-2021 16:11:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), BN15CT
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001
Visit: V101 VAX3

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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
Jan-12-2021 14:57:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

| 2. Treatment Name

‘ Date L ocation | User | Value Reason
Jan-12-2021 14:57:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | BNT162b2
Skopje, Warsaw, Zagreb

| 3. Formulation:

‘ Date L ocation | User | Value Reason
Jan-12-2021 14:57:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | INJECTION
Skopje, Warsaw, Zagreb

| 4, Dose Date Time:

‘ Date L ocation User Value Reason
Jan-12-2021 15:00:23 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC+01:00) Sargjevo, (b) (6) Jan/12/2021 14:08
Skopje, Warsaw, Zagreb
Jan-12-2021 14:57:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Jan/12/2021 14:57
Skopje, Warsaw, Zagreb
| 5. Anatomical Location:

‘ Date L ocation | User | Value Reason
Jan-12-2021 14:57:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) |DELTOID MUSCLE
Skopje, Warsaw, Zagreb
| 6. Body Side:

‘ Date L ocation User Value Reason
Jan-12-2021 14:57:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) RIGHT
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Header Text: C4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

‘ Skopje, Warsaw, Zagreb | | | |

‘ 7. Route:

|Date |Loca1ion |User |VaJue |Reason
Jan-12-2021 14:57:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | INTRAMUSCULAR

Skopje, Warsaw, Zagreb

‘ 8. Actual Dose:

| Date L ocation | User | Value Reason
Jan-12-2021 14:57:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |30.0

Skopje, Warsaw, Zagreb

|9. unit

| Date L ocation | User | Value Reason
Jan-12-2021 14:57:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |ug

Skopje, Warsaw, Zagreb

‘ 10. Timeframe Subject Was Observed

| Date L ocation | User | Value Reason
Jan-12-2021 14:57:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | 30 MINUTES

Skopje, 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
Jan-12-2021 14:57:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) YES

Skopje, Warsaw, Zagreb
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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: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

‘ 1. Date Treatment Unblinded :

‘ Date L ocation User Value Reason
Jan-11-2021 16:33:38 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Jan/11/2021

Skopje, Warsaw, Zagreb

‘ 2. Primary Reason for Unblinding:

’ Date L ocation User Value Reason
Jan-11-2021 16:33:38 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) ASSESSELIGIBILITY FOR ADDITI
Skopje, Warsaw, Zagreb ONAL VACCINATION
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Header Text: C4591001

Visit: V102 _VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

| 1. Date of Visit
‘ Date L ocation User Value Reason
Feb-02-2021 13:56:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), Feb/2/2021
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

| 1. Lab Pandl:

‘ Date L ocation | User | Value Reason
Feb-02-2021 15:05:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | URINALYSIS

Skopje, Warsaw, Zagreb

| 2. Lab Sub-Pane!:

‘ Date L ocation | User | Value Reason
Feb-02-2021 15:05:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | PREGNANCY

Skopje, Warsaw, Zagreb

| 3. Collection Date:

‘ Date L ocation User Value Reason
Feb-02-2021 15:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Feb/2/2021
Skopje, Warsaw, Zagreb

| 4. Laboratory Name and Address (Derived)

‘ Date L ocation | User | Value Reason
Feb-02-2021 15:05:35 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | STUDY SITE

Skopje, Warsaw, Zagreb

| 5. Specimen Type:

‘ Date L ocation | User | Value Reason
Feb-02-2021 15:05:35 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | URINE

Skopje, Warsaw, Zagreb

| 6.a
‘ Date L ocation | User | Value Reason
Feb-02-2021 15:05:35 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | Sponsor-Defined 113
Skopje, Warsaw, Zagreb | dentifier:
Test:: Choriogonadotropin
Beta PX113
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Header Text: C4591001
Visit: V102_VAX4

Form Version: 10-Dec-2020 02:23

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Result:: NEGATIVE
Not Done::
| 6.a Sponsor 1D:
| Date L ocation | User |Value Reason
Feb-02-2021 15:05:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) | 113
Skopje, Warsaw, Zagreb
| 6.a Test:
| Date L ocation User Value Reason
Feb-02-2021 15:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Choriogonadotropin Beta PX113
Skopje, Warsaw, Zagreb
| 6.a Result:
| Date L ocation User Value Reason
Feb-02-2021 15:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NEGATIVE

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

‘ 1. Data Origin

| Date L ocation | User | Value Reason
Feb-02-2021 13:57:04 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | SITE

Skopje, Warsaw, Zagreb

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Feb-02-2021 13:57:04 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | NASAL_SWAB

Skopje, Warsaw, Zagreb

‘ 3. Sample Collected?

| Date L ocation User Value Reason

Feb-02-2021 13:57:17 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
(UTC+01:00) Sargjevo, (autoquery)

Skopje, Warsaw, Zagreb

Feb-02-2021 13:57:04 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC+01:00) Sargjevo, (autoquery) Yes, however no
Skopje, Warsaw, Zagreb barcodes are entered.

Please review and
correct as appropriate.

Feb-02-2021 13:57:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, @, YES
Skopje, Warsaw, Zagreb (0) (6) Date of Collection:
Feb/2/2021

[5a

| Date L ocation User Value Reason
Feb-02-2021 13:57:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sarajevo, ), Sample |D: BN15J3
Skopje, Warsaw, Zagreb (b) (6)

‘ 5.a Sample D

| Date L ocation User Value Reason
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Header Text: C4591001
Visit: V102_VAX4

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

SiteNo: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4)

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

Feb-02-2021 13:57:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, ), BN15J3
Skopje, Warsaw, Zagreb (b) (6)
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Header Text: C4591001
Visit: V102_VAX4

Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials; ---

Generated By: (b) (4)

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

Back to Form

| 1. Wasthere a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Feb-02-2021 15:06:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) NO
Skopje, Warsaw, Zagreb

| 2. Treatment Name

‘ Date L ocation | User | Value Reason
Feb-02-2021 15:06:22 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(autocalc) | BNT162b2

| 3. Formulation:

‘ Date L ocation | User | Value Reason
Feb-02-2021 15:06:22 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(autocalc) | INJECTION

| 4. Dose Date Time:

‘ Date L ocation User Value Reason
Feb-02-2021 15:06:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) Feb/2/2021 14:08
Skopje, Warsaw, Zagreb

| 5. Anatomical Location:

‘ Date L ocation | User | Value Reason
Feb-02-2021 15:06:22 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

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

(autocalc) | DELTOID MUSCLE

| 6. Body Side:
‘ Date L ocation User Value Reason
Feb-02-2021 15:06:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

(b) (6) RIGHT

| 7. Route:
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Header Text: C4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische

Forschung

Subject No: 11941058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:55
‘ Date L ocation | User | Value Reason
Feb-02-2021 15:06:22 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | INTRAMUSCULAR

Skopje, Warsaw, Zagreb

‘ 8. Actual Dose:

‘ Date L ocation | User | Value Reason
Feb-02-2021 15:06:22 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |30.0

Skopje, Warsaw, Zagreb

‘ 9. Unit:

’ Date L ocation | User | Value Reason
Feb-02-2021 15:06:22 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |ug

Skopje, Warsaw, Zagreb

‘ 10. Timeframe Subject Was Observed

‘ Date L ocation | User | Value Reason
Feb-02-2021 15:06:22 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) |30 MINUTES
Skopje, 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
Feb-02-2021 15:06:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Saragjevo, (b) (6) YES

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

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

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

| 1. Date of Visit

‘ Date Location User Value Reason
Mar-02-2021 09:13:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, gg - Mar/2/2021

Skopje, Warsaw, Zagreb

*** Confidential***

Page 411 of 416

FDA-CBER-2021-5683-0820889




090177e196ae3f19\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: C4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CONTACT OUTCOME - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

| 1. Contact Type:

‘ Date L ocation | User | Value Reason
Mar-02-2021 09:14.26 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(autocalc) | TELEPHONE VISIT

| 2. Was contact made?

‘ Date Location User Value Reason
Mar-02-2021 09:14:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC+01:00) Sargjevo, 8; 5 YES

Skopje, Warsaw, Zagreb

Date of Contact:

Mar/2/2021
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Header Text: C4591001

Visit: FURTHER _VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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
Mar-03-2021 ACVOPFEINFPG000 (b) (4), (b) Query 1: Clo | Response satisfies
17:24:55 (6) sed query
(UTC+01:00)
Sarajevo,
Skopje, Warsaw,
Zagreb
Mar-03-2021 ACVOPFEINFP6000 (b) (4), Query 1: An | V103 and EOT2
10:43:54 (b) (6) swered should match together
(UTC+01:00)
Sargjevo,
Skopje, Warsaw,
Zagreb
Mar-02-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW7569874,Status
18:00:27 (b) (4) ened on the Disposition -
(UTC+01:00) Treatment form is
Sargjevo, COMPLETED, but
Skopje, Warsaw, Dateis different than
Zagreb Visit 3 Date. Please
review and update as
appropriate.
Mar-02-2021 ACVOPFEINFPG000 (b) (4), Data Entry: | Initial Entry
10:25:39 (b) (6) Mar/2/2021
(UTC+01:00)
Sarajevo,
Skopje, Warsaw,
Zagreb
‘ 2. Phase of Disposition:
| Date L ocation | User | Value Reason
Mar-02-2021 10:25:39 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | OPEN LABEL TREATMENT
Skopje, Warsaw, Zagreb
|3 Status
| Date L ocation User Value Reason
Mar-02-2021 10:25:39 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (b) (6) COMPLETED
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Header Text: C4591001

Visit: FURTHER_VACCINATION_EQT -
Unscheduled

Form Version: 20-Feb-2021 02:26
Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Skopje, Warsaw, Zagreb
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Header Text: C4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

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

Site No: 1194 Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

Subject No: 11941058 Subject Initials: ---

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

Back to Form

‘ 1. Subject Status

‘ Date L ocation | User | Value Reason
Dec-08-2020 16:07:11 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | FOLLOW-UP

Skopje, Warsaw, Zagreb

Oct-19-2020 17:38:35 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC+01:00) Sargjevo, (autocalc) | ENROLLED/RANDOMIZED

Skopje, Warsaw, Zagreb

Oct-19-2020 17:28:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) | SCREENED

Skopje, Warsaw, Zagreb

| 2. Subject Status Date

‘ Date L ocation |User |Value Reason
Dec-08-2020 16:07:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) | Dec/8/2020

Skopje, Warsaw, Zagreb

Oct-19-2020 17:38:35 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC+01:00) Sarajevo, (autocalc) | Oct/19/2020

Skopje, Warsaw, Zagreb

Oct-19-2020 17:28:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC+01:00) Sarajevo, (autocalc) | Oct/19/2020

Skopje, Warsaw, Zagreb
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Header Text: C4591001

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

Site No: 1194

Subject No: 11941058
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1194) IKF Pneumologie GmbH Co KG, Institut fuer klinische
Forschung

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

Back to Form

‘ 1. Casebook Signature

‘ Date L ocation ’ User |Value Reason
Oct-29-2020 17:02:52 ACVOPFEINFP6000 | Andreas Data Entry: Initial Entry
(UTC+01:00) Sargjevo, Eich Click Here to Enable
Skopje, Warsaw, Zagreb (b) (4)
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