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Header Text: c4591001 

Visit: COHORT SELECTION Form: COHORT SELECTION 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C(b) {4)7 Generated Time (GMT): 29-Mar-2021 10:39 

eCRF Audit Trail History 

I Cohort Selection 

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 
3 option is equivalent to PHASE 2/3. 

f Select appropriate response - 24 JUL 2020 
Protocol version 

f Select appropriate response - What I STAGE 3 COHORTS 
coho1t does the subject belong to? 
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Header Text: c4591001 

Visit: COHORT SELECTION 

Form Version: 22-Apr-2020 21:02 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Informed Consent 

1. Consent Was: 

Form: MAIN INFORMED CONSENT 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

OBTAINED 

Date Written Consent Obtained 
Aug/24/2020 
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Header Text: c4591001 

Visit: COHORT SELECTION 

Form Version: 06-Jul-2020 21:55 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Demography 

I 1. I Subject ID 

~I Birth Date: 

~lsex: 

r:z-1 Ethnicity: 

~I Race: (Check X all that apply): 

~I Racial Designation: 

***Confidential*** 

Form: DEMOGRAPHY 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

1 [10971023] 

l[@]IDJ/1933 

I FEMALE 

I NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN 

lwHITE 

I 

Page 3 of 184 



FDA-CBER-2021-5683-0970892

(j) 
I.(") 

~ 
0 
...... 
N 
0 
N 
~ 
a. 
4= ...... 
0 

C 
0 
n, 
C 

LL --n, 
C 

LL --n, 
.0 
Q) 

('I') 
Q) 
n, 

CD 
(j) 
...... 
Q) 
r-
r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 22-Apr-2020 21:02 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4JJ 

eCRF Audit Trail Historv 

I Date of Visit 

~I Date of Visit 

~I E1Toneous Visit 

Form: DATE OF VISIT 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 

I Aug/24/2020 

I 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 30-Jul-2020 21:29 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

Fo1·m Comments 

I Inclusion Criteria Not Met 

1. Description of Inclusion Criterion 
Not Met 

I Exclusion Criteria Met 

f Description of Exclusion Criterion 
Met 

***Confidential*** 

Form: INCLUSION/EXCLUSION CRITERIA 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

Not Applicable 

Not Applicable 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 22-Apr-2020 21:03 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Disposition - Sc1·eening 

1. Date of Completion/Discontinuation 
/Death 

~I Phase of Disposition: 

~,Status: 

~I Specify Status: 

Form: DISPOSITION - SCREENING 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

Aug/24/2020 

lscREENING 

lcoMPLETED 

[] 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 22-Apr-2020 21:03 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

Fo1·m Comments 
eCRF Audit Trail Historv 

I Medical History Details 

I.a Line/MH Number: 

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

Start Date: 

Ongoing: 

1.b Line/MH Number: 

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

Start Date: 

Ongoing: 

1.c Line/MH Number: 

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

Start Date: 

Ongoing: 

1.d Line/MH Number: 

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

Start Date: 

Ongoing: 

1.e Line/MH Number: 

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

Start Date: 

Ongoing: 
'= 

***Confidential*** 

Form: GENERAL MEDICAL HISTORY 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

[1] 

[ Allergic Rhinitis] 
II 

Jun/4/2018 

YES 

[2] 

[ Osteoartlui tis] 

Jun/4/2018 

YES 

[3] 

[GERD] 

Jun/3/2018 

YES 

[4] 

[Essential Hypertension] 

Jun/3/2018 

YES 

[5] 

[Abnormal Blood Glucose] 

Jan/13/2020 

YES 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 22-Apr-2020 21:03 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

1 f Line/MH Number: 

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

Start Date: 

Ongoing: 

Form: GENERAL MEDICAL HISTORY 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

[6] 

[Hyperlipidemia] 
II 

Jun/1/2020 

YES 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 21-Aug-2020 02:51 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Vital Signs 

I 1. I Date: 

~I Weight: 

~I unit: 

r;-1 Height: 

~ Unit: 

~I Body Mass Index: 

I Vital Signs Details 

7.a Record Identifier: 

Temperatlu·e: 

Unit: 

Temperatlu·e Location: 

***Confidential*** 

Form: VITAL SIGNS - BASELINE 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

I Aug/24/2020 

I [160.01 

ILB 

I [62.01 

in 

[29.3] 

1 

[98.2] 

F 

ORAL CAVITY 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 21-Aug-2020 02:49 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Lab Urinalysis 

I 1, I Lab Panel: 

~I Lab Sub-Panel: 

~I Collection Date: 

f Laboratory Name and Address 
(Derived) 

~I Specimen Type: 

I Lab Result 

6.a Sponsor ID: 

Test: 

Result: 

Not Done: 

Form: LAB URINALYSIS - PREGNANCY TEST 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

I URINALYSIS 

I PREGNANCY 

I Aug/24/2020 I [STUDY SITE] 

luRINE 
I 

[113] 

Choriogonadotropin Beta_PXl 13 

NOT DONE 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 22-Apr-2020 21:03 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Disposition 

I 1. I Randomization Date : 

~I Randomization Number: 

~I Randomization Group: 

***Confidential*** 

Form: RANDOMIZATION 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

I Aug/24/2020 

I [237255] 

I [] 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 22-Apr-2020 21:03 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Electronic Sample Tracking 

I 1. I Data Origin 

~I Sample Type 

I Sample Collected? 

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

Aliquot 

Please enter barcode for each aliquot. 

Fl I Sample ID 

Fl I Sample ID 

Fl I Sample ID 

Fl I Sample ID 

Fl I Sample ID 

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

I SITE 

lsERUM 

YES 

Date of Collection: 
Aug/24/2020 

[] 

I 

[BN6BC7] 

[BN6BC8] 

[BN6BC6] 

[BL9X6B] 

[BL9X6C] 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 22-Apr-2020 21:03 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Electronic Sample Tracking 

I 1. I Data Origin 

~I Sample Type 

I Sample Collected? 

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

Aliquot 

Please enter barcode for each aliquot. 

Fl I Sample ID 

***Confidential*** 

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

I SITE 

INASAL_SWAB 

YES 

Date of Collection: 
Aug/24/2020 

[] 

I 

I [BN6BB9] 
I 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 22-Apr-2020 21:04 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Vaccination 

1. Was there a temporary delay of 
vaccination? 

~I Treatment Name 

~I Formulation: 

~I Dose Date Time: 

~I Anatomical Location: 

~I Body Side: 

~I Route: 

~I Actual Dose: 

~ Unit: 

~I Timeframe Subject Was Observed 

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

Form: VACCINATION 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

NO 

I [BLINDED THERAPY) 

I INJECTION 

I Aug/24/2020 10:30 

I DELTOID MUSCLE 

LEFT 

I INTRAMUSCULAR 

[] 

I THE PROTOCOL SPECIFIED OBSERVATION PERIOD 

YES 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 06-Jul-2020 21:53 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Reactogenicity Diary 

1. Select appropriate response -
Reactogenicity dia1y collection 

***Confidential*** 

Form: REACTOGENICITY DIARY 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT 
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FDA-CBER-2021-5683-0970904

(j) 
I.(") 

~ 
0 
...... 
N 
0 
N 
~ 
a. 
4= ...... 
0 

C 
0 
ro 
C 

LL --ro 
C 

LL --ro 
.0 
Q) 

('I') 
Q) 
ro 

CD 
(j) 
...... 
Q) 
r-
r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: V2 VAX2 L - -
Form Version: 22-Apr-2020 21:02 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4JJ 

eCRF Audit Trail Historv 

I Date of Visit 

~I Date of Visit 

~I E1Toneous Visit 

Form: DATE OF VISIT 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 

I Sep/15/2020 

I 
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Header Text: c4591001 

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - -
DATES 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

eCRF Audit Trail Historv 

Vaccination Symptoms Diary - Symptom Resolved Dates 

I Were medications to treat fever/pain NO 
given on the last day the Subject 
Diary was completed? 

2.a Symptom: FEVER 

Were fever or systemic symptoms NO 
present on the last day the Subject II 
Diary was completed? 

2.b Symptom: FATIGUE 

Were fever or systemic symptoms NO 
present on the last day the Subject II 
Diary was completed? 

2.c Symptom: HEADACHE 

Were fever or systemic symptoms NO 
present on the last day the Subject II 
Diary was completed? 

2.d Symptom: CHILLS 

Were fever or systemic symptoms NO 
present on the last day the Subject II 
Diary was completed? 

2.e Symptom: VOMITING 

Were fever or systemic symptoms NO 
present on the last day the Subject II 
Diary was completed? 

2f Symptom: DIARRHEA 

Were fever or systemic symptoms NO 
present on the last day the Subject II 
Diary was completed? 

2.g Symptom: NEW OR WORSENED MUSCLE PAIN 

Were fever or systemic symptoms NO 
present on the last day the Subject II 
Diary was completed? 

- -
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Header Text: c4591001 

Visit: V2 VAX2 L - -

Form Version: 21-Aug-2020 02:52 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4JJ 

2.h Symptom: 

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

~I Injection Site Location: 

~I Injection Site Body Side: 

5.a Injection Site Reaction: 

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

5.b Injection Site Reaction: 

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

5.c Injection Site Reaction: 

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

-

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 

NEW OR WORSENED JOINT PAIN 

NO 
II 

I DELTOID MUSCLE 
I 

ILEFT 

REDNESS 

NO 
II 

SWELLING 

NO 

PAIN AT INJECTION SITE 

NO 
II 
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Header Text: c4591001 

Visit: V2 VAX2 L - -
Form Version: 21-Aug-2020 02:51 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Vital Signs 

I 1. I Date: 

I Vital Signs Details 

2.a Record Identifier: 

Temperatlu·e: 

Unit: 

Temperatlu·e Location: 
-

***Confidential*** 

Form: VITAL SIGNS-TEMP 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

I Sep/15/2020 
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-
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Back to Form 
eCRF Audit Trail Historv 
Fo1·m Audit Trail 

I Adverse Event Report 

I 1. I Category: 

~IAEID: 

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

~I Start Date Time: 

I Is the adverse event still ongoing? 

~I Toxicity Grade: 

7, Is the adverse event serious? 

If Yes, NOTIFY PFIZER 
IMMEDIATELY. 

Fatal; Life-threatening; Inpatient 
hospitalization or prolongation of 
existing hospitalization; Persistent or 
significant disability/incapacity; 
Congenital anomaly/birth defect; 
Impo1tant medical event (i.e. may 
jeopardize subject and may require 
medical/surgical intervention to 
prevent above outcomes). 

I Is this adverse event the result of a 
study Medication E1TOr? 
If Yes, record the type of medication 
effor on the Medication Ell'or Log. 

9. Is this event related to study 
treatment: 
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Form Status: Data Complete, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

I I ADVERSE EVENT 

[1] 

[Septic Shock] 

I Dec/16/2020 21:51 

NO 

End Date Time: 
Dec/21/2020 12:08 

4 

YES 

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

Did this serious event result in death? 
YES 

Did this serious event require or prolong hospitalization? 
YES 

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

Is this serious event life threatening? 
NO 

Other medically important serious event 
NO 

INO 

NOT RELATED 

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

If Other, specify: 
[ Gallbladder Failure] 
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Generated By:C{b) (4f] 

10. Latest Action Taken with Study 
Treatment: 

f Was a Concomitant Medication 
given? 

~I Was a Non-Dmg Treatment given? 

f What was the outcome of this 
adverse event?: 

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

f Serious Adverse Event Number: For 
Pfizer Use Only 

***Confidential*** 

Form: ADVERSE EVENT REPORT 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---
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*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Back to Form 
eCRF Audit Trail History 
Fo1·m Audit Trail 

I Adverse Event Report 

~I Catego,y: i:11;m;in~s11: 11:l•li!:t>i+ 

~IAEID: [~] 

I Adverse Event: [Oallb1addcr :f:aihu·c] 
(If possible specify diagnosis, not 
individual symptoms) 

~I Start Date Time: Qee.£1g,i;ig;ig ~~:~~ 

I Is the adverse event still ongoing? WO 

Eael Qet.e TH-Be: 
Qee';!I £;!Q;!Q 1~~:1~~ 

~I Toxicity Grade: 4 

7. Is the adverse event serious? ~ 

Is •is sefioMs e;aj•ee*· essoeie*.eel ~.-•ifl¼ eott~eeifel aeomel;r: 01· 8i-RB eleH!e*.:;2 
If Yes, NOTIFY PFIZER WQ 
IMMEDIATELY. 

Di6 t-bis :;e1ioa:; e-,entteJult Ht tiesth? 
Fatal; Life-threatening; Inpatient ~ 
hospitalization or prolongation of 
existing hospitalization; Persistent or Did tlli€ &c:1·io,1& ,,~cat rccp1Y:c gr proloAg A:or;pital~atioa..., 
significant disability/incapacity; 
Congenital anomaly/birth defect; 

~ 

Impo,tant medical event (i.e. may 
Did tlli& &c:1·io,u; cucat rcmdt ill pcn;i&:tclMi or &i§ilifioaat di&abili&y4soiipa,.;it,r" 

jeopardize subject and may require 
medical/surgical intervention to WO 

prevent above outcomes). 
It ~i& &crio11r; ;1ccat life tJ.~ .. r;:atcaiAg..., 

~ 

Oihel' meSieoU;r HB13 ot4atit setlo:1s euent 
~ 

L Is this adverse event the result of a WO 
study Medication E11'0r? 
If Yes, record the type of medication 
e!l'or on the Medication Ell'or Log. 
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*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

9. Is this event related to study ~!O+ IWJ'.. A+li:J;l 
treatment: lf}elet Relate el te st:Yely keMB.1e!li.(s~, i.Sis ezreet is Ellie te: 

OTH~R 

If Otllcr, f:ifCQi~r 

[ S cp&ilii ~Qg liik] 

f Latest Action Taken with Study I ~!OT .~.PPl.1~~1:,1!!; 
Treatment: 

f I V:as a Concomitant Medication ,~ 
given? 

~I Was a Non-Dmg Treatment given? ,~ 
f What was the outcome of this ~ 

adverse event?: 

F Did the adverse event cause the 

IWQ subject to be discontinued from the 
study? 

f Serious Adverse Event Number: For [] 
Pfizer Use Only 
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Form: MEDICATION ERROR 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

Is the medication enor Still On Study Medication Enors Ac 
Form Instance 

going tion 

I I Reileati.ni 
Paies 

Page 52 of 184 

***Confidential*** 



FDA-CBER-2021-5683-0970941

(j) 
I.(") 

~ 
0 
...... 
N 
0 
N 
~ 
a. 
4= ...... 
0 

C 
0 
n, 
C 

LL --n, 
C 

LL --n, 
.0 
Q) 

('I') 
Q) 
n, 

CD 
(j) 
...... 
Q) 
r-
r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: Logs - Unscheduled 

Form Version: 17-Jul-2020 21:54 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

Back to Form 

I Medication Enor 

I 1. I Category: 

f Medication Error (Type of 
Medication Error): 

~I Start Date: 

[7 Is the medication error still ongoing? 

f Latest Action Taken with Study 
Treatment: 

f Was a Concomitant Medication 
given? 

~I Was a Non-Dmg Treatment given? 

I Did the Medication E!l'Or cause the 
subject to be discontinued from the 
study? 

f Was this medication error associated 
with any adverse events? 

f Serious Adverse Event Number: For 
Pfizer Use Only 
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fl I I I 
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Back to Form 

I Concomitant Medications 

~I What is the medication identifier? 

~I Catego,y: 

f I Concomitant Medications 
Pre-specified: 

4, Medication: 

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

~I Date: 

***Confidential*** 

Form: CONCOMITANT MEDICATIONS - NON STUDY 
VACCINATIONS 

Form Status: Not Start.ed 
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Generated By:C{b) (4f] 

Back to Form 

I Concomitant Medications 

I 1. I What is the medication identifier? 

~I Category: 

f I Concomitant Medications 
Pre-specified: 

4, Medication: 

Provide the complete generic drug 
name (including salt fo1m, where 
applicable). Where generic name is 
unknown, enter the full trade or 
proprietary name. Include clarifying 
infonuation in the Medication text 
(e.g., Ingredient(s), route, use, 
formulation). 

~loose: 

~I Dose Unit: 

Fl Dose Frequency: 

~ Route: 

~I Start Date: 

~,Ongoing? 

***Confidential*** 

Form: CONCOMITANT MEDICATIONS - PROHIBITED 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 
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Form: RADIATION TREATMENT 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

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

11· 1 I I I I I Repeating Pages 
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I 1. I Category: 
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Pre-specified: 

~I Treatment: 

~I Start Date: 

f'ZI Ongoing? 

***Confidential*** 

Form: RADIATION TREATMENT 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 
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Back to Form 

~I Transfusion Type: 

~I Date of Transfusion: 
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Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 
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Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4JJ 

I Date of Visit 

~I Date of Visit 

~ I EiToneous Visit 

II 

I 

Form: DATE OF VISIT 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 
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Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

I Vital Signs 

~ Date: 

I Vital Signs Details 

I 11 

2. Record Identifier: 

Temperatlu·e: [ ] 

Unit: 

Temperatlu·e Location: 

***Confidential*** 

Form: VITAL SIGNS-TEMP 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 
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Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

I Lab Urinalysis 

~I Lab Panel: 

~I Lab Sub-Panel: 

I 
~I Collection Date: I'' 
f Laboratory Name and Address [] 

(Derived) 

~I Specimen Type: 

I Lab Result 

I 
6. Sponsor ID: [ ] 

Test: 

Result: 

Not Done: 

Form: LAB URINALYSIS - PREGNANCY TEST 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 
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I Vaccination 

f Was there a tempora1y delay of 
vaccination? 

~I Treatment Name [] 

~I Formulation: I ~I Dose Date Time: II 

~I Anatomical Location: 

~I Body Side: 

I 
~ Route: 

~I Actual Dose: [] 

~ Unit: 

~I Timeframe Subject Was Observed 

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

***Confidential*** 

Form: VACCINATION 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 
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Generated By:C{b) (4f] 

I Contact Outcome 

~I Contact Type: I ~I Was contact made? I 
~I Comments: I [] 

Form: CONTACT OUTCOME - MONTH 1 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 
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~I Contact Type: I ~I Was contact made? I 
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Form: CONTACT OUTCOME - MONTH 6 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 
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Site No: 1097 
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Generated By:C{b) (4JJ 

I Date of Visit 

~I Date of Visit 

~ I EiToneous Visit I 

II 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 
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Form Version: 14-Jan-2021 02:29 
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Subject No: 10971023 

Generated By:C{b) (4f] 

Informed Consent - Asymptomatic Surveillance 

~I Consent Was: 

Form Status: Not Start.ed 
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Subject Initials: ---
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Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I Electronic Sample Tracking 

~I Data Origin I ~I Sample Type I ~I Sample Collected? I 

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

Aliquot 

Please enter barcode for each aliquot. 
I 

1 5
• 11 Sample ID I [ i I 
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I Electronic Sample Tracking 

~I Data Origin I ~I Sample Type I ~I Sample Collected? I 

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

Aliquot 

Please enter barcode for each aliquot. 
I 

1 5
• 11 Sample ID I [ i I 
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Generated By:C{b) (4f] 

Fo1·m Comments 
eCRF Audit Trail Historv 

I Date of Visit 

~I Date of Visit 

~I E1Toneous Visit 

Form: DATE OF VISIT 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

I Feb/3/2021 I Comments 

I ERRONEOUS VISIT I 
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Fo1·m Comments 
eCRF Audit Trail History 

I Further Vaccination Confirmation 

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

***Confidential*** 

Form: FURTHER VACCINATION CONFIRMATION 

Form Status: Data Complete, Frozen 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 
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I Treatment Unblinded 

~ I Date Treatment Unblinded : 

~ I Primary Reason for Unblinding: 

II 

I 

Form: TREATMENT UNBLINDED 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 
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Visit: Disposition - Unscheduled 
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Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

I Withdrawal Of Consent 

~ I Withdrawal of Consent Date : 

***Confidential*** 

Form: WITHDRAWAL OF CONSENT 

Form Status: Not Start.ed 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---
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Visit: Disposition - Unscheduled 

Form Version: 22-Apr-2020 21:03 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

eCRF Audit Trail History 

I Death Details 

1. Date of Collection/ Notification of 
Death: 

I Cause of Death 

2.a Cause of Death Status: 

Cause of Death: 
-

Form: DEATH DETAILS CODED 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

Dec/28/2020 

I 

PRIMARY CAUSE OF DEATH 

[ Septic shock] 
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Visit: Subject Status - Unscheduled 

Form Version: 22-Apr-2020 21:03 
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Generated By:C{b) (4JJ 

eCRF Audit Trail Historv 

I Subject Status 

~I Subject Status 

~I Subject Status Date 

***Confidential*** 

Form: SUBJECT STATUS 

Form Status: Data Complete, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --
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I DISCONTINUED 

I Dec/21/2020 
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Visit: Investigator Signature - Unscheduled 

Form Version: 22-Apr-2020 21:04 

Site No: 1097 
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Generated By:C{b) (4JJ 

eCRF Audit Trail Historv 

I Casebook Signature Form 

~I Casebook Signatlu·e 

Form: CASEBOOK SIGNATURE FORM 

Form Status: Data Complete, Signed, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 

I Click Here to Enable 
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Audit Trail 
I 

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

'Name Signature I Date I Type I Action _J Meaning 
-

Tom Christensen I Approved Mar-09-2021 07:40:00 (UTC-05:00) Eastem IBOOK I Signed 
Time (US & Canada) 

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

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

To this I do attest by supplying my user name and password and clicking the button marked Submit below. 
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Visit: Vl DAYl VAXl L Form: INCLUSION/EXCLUSION CRITERIA - Comments - -
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I Item I Date I Use1· I Comment 
I 

Form Aug-25-2020 12:06:00 (UTC-05:00) Eastern Time ~.:i-)~(6)~ I Not Applicable 
(US & Canada) 
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 
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Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I Item I Date I Use1· I Comment 
I 

Form Aug-25-2020 12:16:40 (UTC-05:00) Eastern Time ~.:i-)~(6)~ 'None 
(US & Canada) 
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Header Text: c4591001 

Visit: Potential Re Vax Initial Contact - Form: DATE OF VISIT- Collllllents 
Unscheduled 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I Item I Date I User I Comment 

Form Feb-23-2021 07:44:17 (UTC-05:00) Eastern Time 1~4),(6)~ I not applicable 
(US & Canada) 
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Header Text: c4591001 

Visit: Potential Re Vax Initial Contact 

Form Version: 22-Apr-2020 21:02 

Site No: 1097 

Subject No: 10971023 

Generated By: 

Back to Form 

Item Date 

Form: DATE OF VISIT- Collllllents 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

User Comment 

Feb-23-2021 07:44:52 (UTC-05:00) Eastem Time 
(US & Canada) 

not applicable 

Feb-17-202110:43:18 (UTC-05:00) Eastem Time 
(US & Canada) 
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Header Text: c4591001 

Visit: Potential Re Vax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - Comments 
Unscheduled 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I Item I Date I User I Comment 

Form Feb-15-2021 08:05:06 (UTC-05:00) Eastern Time 1~4),(6)~ I Not Done 
(US & Canada) 
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Header Text: c4591001 

Visit: Potential Re Vax Initial Contact 

Form Version: 10-Dec-2020 02:25 

Site No: 1097 

Subject No: 10971023 

Generated By: 

Back to Form 

Item Date 

Form: FURTHER VACCINATION CONFIRMATION - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

User Comment 

Feb-15-2021 08:05:06 (UTC-05:00) Eastem Time 
(US & Canada) 

Not Done 
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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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

This fonu requires signing by a member of each of the following signature grnups: 

_J • CRF_Sign 
- - -

'Name Signature I Date 'Type I Action 
Meaning 

Tom Christensen I Approved Mar-09-2021 07:40:00 (UTC-05:00) Easteru 'BOOK I Signed 
Time (US & Canada) 

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

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

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

-

Fr Mar-08-202111:41:03 (UTC-05:00) Eastern I Edit-All 
Time (US & Canada) signatlu·es 

invalidated 
-

Affidavit: 
NIA 

- - -

Tom Christensen IApprov:_ Feb-24-2021 16:25:12 (UTC-05:00) Eastem Time I BOOK I Signed 
(US & Canada) 

Affidavit: 
By my dated signatl!fe below, I, Tom Christensen, verify that all case report form pages accurately display the results of the 
examinations, tests, evaluations and treatments perfonued on this subject. 

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signature is to be the legally binding equivalent of my handwritten signatl1re. 

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

~r Feb-12-2021 10:00:53 (UTC-05:00) Eastem Time I Edit-All 
(US & Canada) signatlu·es 

invalidated -
Affidavit: 
NIA 

Tom Christensen I Approved Jan-25-2021 19:34:25 (UTC-05:00) Eastem Time 'BOOK I Signed I 

(US & Canada) 
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0 

Header Text: c4591001 

Visit: Investigator Signature - Unscheduled 

Form Version: 22-Apr-2020 21:04 

Form: CASEBOOK SIGNATURE FORM - Signature History 

Form Status: Data Complete, Signed, Verified 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

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

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

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

Affidavit: 
NIA 

Tom Christens: I Approved 

Affidavit: 

Jan-25-2021 10:40:01 (UTC-05:00) Eastem Time 
(US & Canada) I 
Jan-20-2021 20:36:36 (UTC-05:00) Eastem Time I BOOK 
(US & Canada) 

Edit-All 
signatlu·es 
invalidated 

I Signed 

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signatlu·e is to be the legally binding equivalent of my handwritten signatl!fe. 

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

~ ~ Dec-28-2020 12:50:49 (UTC-05:00) Eastem I _J'~ Time(US&Canada) I 
Affidavit: 
NIA 

Tom Christensen 
(US & Canada) 

Edit-All 
signatlu·es 
invalidated 

= 

IApprov:_ Oct-22-2020 16:16:11 (UTC-05:00) Eastem Time I BOO~ I Signed 

------- -----
Affidavit: 
By my dated signatl!fe below, I, Tom Christensen, verify that all case report form pages accurately display the results of the 
examinations, tests, evaluations and treatments perfonned on this subject. 

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signatllfe is to be the legally binding equivalent of my handwritten signatl1re . 

To this I 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 Histo1y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Sel.ect appropriate response - Protocol version 
I 

I Date I Location I User I Value I Reason 
I 

Aug-25-2020 12:04:20 ACV0PFEINFP6000 r==-Data Entry: Initial Enny 

I 
(UTC-05:00) Eastern 24JUL 2020 
Time (US & Canada) 

2. Sel.ect appropriate response - What coltort does the subject belong to? 
I 

I Date I Location I User I Value I Reason 
I 

Aug-25-2020 12:04:20 ACV0PFEINFP6000 r==-Data Entry: Initial Enny 

I 
(UTC-05:00) Eastern STAGE 3 COHORTS 
Time (US & Canada) 
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Header Text: c4591001 

Visit: COHORT SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Consent Was: 

I Date I Location I User I Value I Reason 

Aug-25-2020 12:05:07 ACV0PFEINFP6000 1

~4),(15)~ Data Entry: Initial Entry 
(UTC-05:00) Eastern OBTAINED 
Time (US & Canada) 

I 

Date Written Consent Obtained 

Aug/24/2020 
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...... 
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(j) 
0 

Header Text: c4591001 

Visit: COHORT SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Subject ID 

I Date I Location I user I Value I Reason 

Aug-25-2020 12:04:05 ACV0PFEINFP6000 auto calc Data Entrv: Item copied from 

I (UTC-05:00) Eastem Time (autocalc) 10971023 previous fonn 
(US & Canada) 

I 2, Birth Date: 

I Date I Location I User I Value I Reason I 
-

Jan-20-2021 ACV0PFEINFP6000 (6) (4), (b) (6)] Que1y2: As per site confi1mation 
01:48:37 ~ I Closed - updated PD tracker 
(UTC-05:00) 
Eastem Time 
(US& 
Canada) I 

Jan-19-2021 ACV0PFEINFP6000 (6) (4), (b)~ Que1y2: yes this is con-ect 
12:25:45 Answere 
(UTC-05:00) d 
Eastem Time 
(US& 
Canada) I 

Jan-19-2021 ACV0PFEINFP6000 [~[@J:J6H6)J Que1y2: PDQ RQ2 : Thank you 
01:34:10 I Reissue for your response, 
(UTC-05:00) d:Opene however, please review 
Eastem Time d and confiim whether 
(US& Date of birth is coll'ectly 
Canada) provided as 

l@JIDJ-1933. I 

Jan-15-2021 ACV0PFEINFP6000 ~4), (b)~ Que1y3: Response satisfies query 
16:48:12 Closed 
(UTC-05:00) 
Eastem Time 
(US& 
Canada) 

Jan-15-2021 ACV0PFEINFP6000 toH4), (o) (6l Que1y3: coll'ected 
09:51:08 I Answere 
(UTC-05:00) d 
Eastem Time 
(US& 
Canada) 
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Header Text: c4591001 

Visit: COHORT SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Jan-15-2021 ACV0PFEINFP6000 
~),~ Query 2: 85 when sta1ted 

09:50:40 Answere 
(UTC-05:00) d 
Eastem Time 
(US& 
Canada) I 

Jan-15-2021 ACV0PFEINFP6000.InFomiAdapter.Discrepancy DMWQUERY Que1y3: DMW6841852;Subject's 
05:52:50 [br'4) I Opened age was XX YEARS 
(UTC-05:00) when randomized into 
Eastem Time the study. Please 
(US& confum whether the 
Canada) date of birth entered is 

correct. Also, confum 
whether the subject has 
met Inclusion criteria # 
1. Please review and 
update as appropriate. 
Othe1wise, clarify. 

..--. 
Jan-15-2021 ACV0PFEINFP6000 {6) (4)i (b) (6)] Que1y2: PDQ RQl: Thank you I-

~ 02:45:58 ~l Reissue for the response, as per 
(9 (UTC-05:00) d:Opene the consent data --(j) Eastem Time d 24Aug2020, subject age 
I.(") 

(US& is 86yearst'.'.j months 
~ 
0 Canada) old from DOB of 

I 
...... ~1933. Please 
N ~ 

0 review, else provide a 
N valid clarification. I 

I... 
a. 

<( 
I 

Jan-14-2021 ACV0PFEINFP6000 tb) (4), (b) (6l Que1y2: subject started study on 
...... 16:23:38 I Answere 24-Aug-2020 age 85, 
0 

(UTC-05:00) d DOBlbJC6LI933. 
C Eastem Time 0 

(US& 
n, 
C Canada) I 

LL 
-

-- Jan-13-2021 ACV0PFEINFP6000 tb) (4), (b) (6j Que1y2: PDQ : As per Coho1t 

I 

n, = 7 C 03:58:40 Opened Selection Protocol 
LL (UTC-05:00) version - 30UN2020, --n, Eastem Time recorded Age (86) is out .0 
Q) (US& of range. Please review 

('I') 
Q) Canada) I and con-ect or confirm. 
n, 

CD 
Jan-12-2021 ACV0PFEINFP6000 [~[@06H6)1 Que1y 1: Response satisfies query (j) 

...... 
13:40:33 I Closed Q) 

r-- (UTC-05:00) r--...... Eastem Time 
0 

(US& (j) 
0 Canada) 
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(j) 
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Header Text: c4591001 

Visit: COHORT SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Jan-12-2021 ACV0PFEINFP6000 auto query Query 1: Transcription Error 
11:09:50 (autoque,y) Answere 
(UTC-05:00) d 
Eastem Time 
(US& 
Canada) I 

-

Jan-12-2021 ACV0PFEINFP6000 tb) (4), (b) (6l Data En Transcription Error 
11:09:50 I trv: 
(UTC-05:00) .-(6) (6)1 
Eastem Time 1933 
(US& 
Canada) I 

Jan-11-2021 ACV0PFEINFP6000 ~4),(b~ Que,y 1: Clinical DOB is (b) (6) 
13:36:44 Opened 1934; however, DOB in 
(UTC-05:00) SAE repo,t is (b) (6) 
Eastem Time 1933. Please review, 
(US& harmonize repo,ting, 
Canada) and update in the 

applicable location. 
-

Aug-25-2020 ACV0PFEINFP6000 auto calc (autocalc) Data En Enrollment Enny 
12:04:01 trv: 
(UTC-05:00) (~ (6)]/ 
Eastem Time 1934 
(US& 
Canada) 

3. Sex: 
I 

I Date I Location I User I Value I Reason 

Aug-25-2020 12:05:20 ACV0PFEINFP6000 r==-Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem FEMALE 
Time (US & Canada) 

4. Ethnicity: 
I 

I Date I Location I User I Value I Reason 

Aug-25-2020 12:05:20 ACV0PFEINFP6000 r==-Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem NOT HISPANIC OR LATINO(A) 
Time (US & Canada) OR OF SPANISH ORIGIN 

1 s, Race: (Check X all tltat app(y): 
I 

I Date I Location I User I Value I Reason 

Aug-25-2020 12:05:20 ACV0PFEINFP6000 r==-1D•taEnt'°', Initial Enny 
I (UTC-05:00) Eastem WHITE 
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Header Text: c4591001 

Visit: COHORT SELECTION 

Form Version: 06-Jul-2020 21:55 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

I Time (US & Canada) 

***Confidential*** 

Form: DEMOGRAPHY - eCRF Audit Trail History 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 
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...... 
Q) 
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(j) 
0 

Header Text: c4591001 

Visit: Vl DAYl VAXl L Form: DATE OF VISIT - eCRF Audit Trail Histo1y - -
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Date of Visit 
I 

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12:05:44 ACV0PFEINFP6000 ~.:J),(6)~ Data Entry· Initial Enny 

I (UTC-05:00) Eastern Aug/24/2020 
Time (US & Canada) J I 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L Form: DISPOSITION - SCREENING - eCRF Audit Trail History - -
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Date of Completion/Discontinuation/Death 

I Date I Location I User I Value I Reason j 

I 

Aug-25-2020 12:06:26 ACV0PFEINFP6000 1

~4),(15)~ Data Entry: Initial Entry 
(UTC-05:00) Eastern Aug/24/2020 
Time (US & Canada) 

I 2, Phase of Disposition: 

I Date I Location I Use1· I Value I Reason j 
Aug-25-2020 12:06:26 ACV0PFEINFP6000 auto calc 1~~:.~~~~ Initial Enny 

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

3. Status: 

I Date I Location I User I Value I Reason j 
Aug-25-2020 12:06:26 ACV0PFEINFP6000 

l

llill lDataEutQc· Initial Enny 

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

COMPLETED 
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Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I.a 

I Date I Location I Use1· I Value I Reason 

Aug-30-2020 09:32:20 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time (autocalc) Line/MH Numbe1·: 1 
(US & Canada) Medical History Tei· Allergic Rhini 

m: tis 

Start Date: Jun/4/2018 

Ongoing: YES 

I I.a Line/MH Number: 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:32:20 ACV0PFEINFP6000 auto calc 1~•taEntQ, Initial Enny 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

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

I Date I Location I User I Value I Reason 

Aug-30-2020 09:32:20 ACV0PFEINFP6000 ~.:J),(6)~ Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem Allergic Rhinitis 
Time (US & Canada) 

I I.a. Start Date: 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:32:20 ACV0PFEINFP6000 ~.:J),(6)~ Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem Jun/4/2018 
Time (US & Canada) 

I I.a Ongoing: 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:32:20 ACV0PFEINFP6000 

~
.:J), (6f.@)] I D,t, Eotq, Initial Enny 

I (UTC-05:00) Eastem 
Time (US & Canada) 

I YES 

I.b 

I Date I Location I User I Value I Reason 
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n, 

CD 
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Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Aug-30-2020 09:32:59 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time (autocalc) Line/MH Numbe1·: 2 
(US & Canada) Medical History Tei· Osteoarthriti 

m: s 

Start Date: Jun/4/2018 

Ongoing: YES 

I I.b Line/MH Number: 
I 

I Date I Location I User I Value I Reason _J 
Aug-30-2020 09:32:59 ACV0PFEINFP6000 auto calc 1~•1>Ent~, Initial Enny 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

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

I Date I Location I User I Value I Reason 

Aug-30-2020 09:32:59 ACV0PFEINFP6000 r==-Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem Osteoa1thritis 
Time (US & Canada) 

I I.b Start Date: 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:32:59 ACV0PFEINFP6000 r==-Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem Jun/4/2018 
Time (US & Canada) 

I I.b Ongoing: 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:32:59 ACV0PFEINFP6000 r==-1 D•ta Entq, Initial Enny 

I 
(UTC-05:00) Eastem 
Time (US & Canada) 

YES 

I.c 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:33:31 ACV0PFEINFP6000 auto calc Data EntlJ::: Initial Enny 
(UTC-05:00) Eastem Time (autocalc) Line/MH Numbe1·: 3 
(US & Canada) I 

Medical History Term: GERD 

Start Date: Jun/3/2018 

Ongoing: YES 
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.0 
Q) 

('I') 
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Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I I.c Line/MH Number: 
I 

I Date I Location I User I Value I Reason _J 
Aug-30-2020 09:33:31 ACV0PFEINFP6000 auto calc 1~•1>Ent~, Initial Enny 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

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

I Date I Location I User I Value I Reason 

Aug-30-2020 09:33:31 ACV0PFEINFP6000 r==-I D•ta Entq, Initial Enny 

I 
(UTC-05:00) Eastem 
Time (US & Canada) 

GERD 

I I.c Start Date: 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:33:31 ACV0PFEINFP6000 r==-Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem Jun/3/2018 
Time (US & Canada) 

I I.c Ongoing: 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:33:31 ACV0PFEINFP6000 r==-1 D•ta Entq, Initial Enny 

I 
(UTC-05:00) Eastem 
Time (US & Canada) 

YES 

I.d 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:33:59 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time (autocalc) Line/MH Numbe 4 
(US & Canada) r: 

Medical History Essential Hyperte 
Term: ns1on 

Start Date: Jun/3/2018 

Ongoing: YES 
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Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I I.d Line/MH Number: 
I 

I Date I Location I User I Value I Reason _J 
Aug-30-2020 09:33:59 ACV0PFEINFP6000 auto calc 1~•1>Ent~, Initial Enny 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

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

I Date I Location I User I Value I Reason 

Aug-30-2020 09:33:59 ACV0PFEINFP6000 r==-Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem Essential Hype1tension 
Time (US & Canada) 

I I.d Start Date: 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:33:59 ACV0PFEINFP6000 r==-Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem Jun/3/2018 
Time (US & Canada) 

I I.d Ongoing: 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:33:59 ACV0PFEINFP6000 r==-1 D•ta Entq, Initial Enny 

I 
(UTC-05:00) Eastem 
Time (US & Canada) 

YES 

I.e 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:35:36 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time (autocalc) Line/MH Numb 5 
(US & Canada) e1·: 

Medical History Abnonual Blood 
Term: Glucose 

Start Date: Jan/13/2020 

Ongoing: YES 
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Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I I.e Line/MH Number: 
I 

I Date I Location I User I Value I Reason _J 
Aug-30-2020 09:35:36 ACV0PFEINFP6000 auto calc 1~•1>Ent~, Initial Enny 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

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

I Date I Location I User I Value I Reason 

Aug-30-2020 09:35:36 ACV0PFEINFP6000 r==-Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem Abno1mal Blood Glucose 
Time (US & Canada) 

I I.e Start Date: 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:35:36 ACV0PFEINFP6000 r==-Data EnhJ:: Initial Enny 

I 
(UTC-05:00) Eastem Jan/13/2020 
Time (US & Canada) 

I I.e Ongoing: 
I 

I Date I Location I User I Value I Reason 

Aug-30-2020 09:35:36 ACV0PFEINFP6000 r==-1 D•ta Entq, Initial Enny 

I 
(UTC-05:00) Eastem 
Time (US & Canada) 

YES 

1.f 
I 

I Date I Location I user I Value I Reason I 

Aug-30-2020 09:36:51 ACV0PFEINFP6000 [~[@J:]6fl6TI Data Entr):: Transcription En-or 
(UTC-05:00) Eastem I Line/MH Number 6 
Time (US & Canada) ; 

Medical History T Hyperlipide 
erm: nua 

Start Date: Jun/1/2020 

Ongoing: YES 

Aug-30-2020 09:36:33 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 
(UTC-05:00) Eastem (autocalc) Line/MH Number 6 
Time (US & Canada) ; 

Medical History T Hyperlipide 
erm: nua 

Start Date: Jun/1/2022 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -
Form Version: 22-Apr-2020 21:03 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

***Confidential*** 

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

I Ongoing: YES 
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CD 
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Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I I.f Line/MH Number: 
I 

I Date I Location I User I Value I Reason _J 
Aug-30-2020 09:36:33 ACV0PFEINFP6000 auto calc 1~•1>Ent~, Initial Enny 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

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

I Date I Location I User I Value I Reason 
I 

Aug-30-2020 09:36:33 ACV0PFEINFP6000 r==-Data Entry: Initial Enny 

I 
(UTC-05:00) Eastem Hyperlipidemia 
Time (US & Canada) 

I I.f Start Date: 
I 

I Date I Location I user I Value I Reason I 

Aug-30-2020 09:36:51 ACV0PFEINFP6000 auto que1y I Q"'ry 2, Clo~d Close Auto Que1y 
(UTC-05:00) Eastem (autoque1y) 
Time (US & Canada) I I 

Aug-30-2020 09:36:51 ACV0PFEINFP6000 auto que1y I Q"'ry I' Clo.~d Close Auto Que1y 
(UTC-05:00) Eastem (autoquery) 
Time (US & Canada) I I 

Aug-30-2020 09:36:51 ACV0PFEINFP6000 {6) (4), (b)~ Data Entrv: Transcription En-or 
(UTC-05:00) Eastem Jun/1/2020 
Time (US & Canada) I I I 

Aug-30-2020 09:36:33 ACV0PFEINFP6000 auto que1y Query 2: Opened Sta1t Date is after or 
(UTC-05:00) Eastem (autoquery) equal to the first 
Time (US & Canada) vaccination date 

24/Aug/2020. Please 
review and update as 
appropriate. 

~ 

Aug-30-2020 09:36:33 ACV0PFEINFP6000 auto que1y Query 1: Opened Sta1t Date, I 

(UTC-05:00) Eastem (autoque1y) 01/Jun/2022 is a 
Time (US & Canada) future date relative to 

when it was entered 
on 30/Aug/2020. 
Please co1Tect. I 

Aug-30-2020 09:36:33 ACV0PFEINFP6000 ~).(6)~ Data Entry: Initial Enny 

I (UTC-05:00) Eastem Jun/1/2022 
Time (US & Canada) 

I I.f Ongoing: 
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Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I Date I Location I User I Value I Reason 
I 

Aug-30-2020 09:36:33 ACV0PFEINFP6000 

~ I D•ta Ento:,c, Initial Entry 

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

YES 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History - -
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Date: 

I Date I Location I User I Value I Reason j 

I 

Aug-25-2020 12: 10:27 ACV0PFEINFP6000 1

~4),(15)~ Data Entry: Initial Entry 
(UTC-05:00) Eastern Aug/24/2020 
Time (US & Canada) 

2. Weight: 

I Date I Location I User I Value I Reason j 
Aug-25-2020 12: 10:27 ACV0PFEINFP6000 1t6) (4), (6J~6) I Data Eu!Qr· Initial Enny 

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

F 160.0 

3. Unit: 

I Date I Location I User I Value I Reason j 
Aug-25-2020 12: 10:27 ACV0PFEINFP6000 llililil I~:" Eu!Qr· 

Initial Enny 

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

4. Height: 

I Date I Location I User I Value I Reason j 
Aug-25-2020 12: 10:27 ACV0PFEINFP6000 

l

llill I Data Eu!Qr· Initial Enny 

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

62.0 

5. Unit: 

I Date I Location I User I Value I Reason j 
Aug-25-2020 12: 10:27 ACV0PFEINFP6000 llililil I:··· Enttt, 

Initial Enny 

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

16. Body Mass Index: 
-

I Date I Location I Use1· I Value I Reason j 
Aug-25-2020 12: 10:27 ACV0PFEINFP6000 auto calc 1D•t> Ent~, Initial Enny 

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

29.3 

Page 104 of 184 

***Confidential*** 



FDA-CBER-2021-5683-0970993

(j) 
I.(") 

~ 
0 
...... 
N 
0 
N 
~ 
a. 
4= ...... 
0 

C 
0 
n, 
C 

LL --n, 
C 

LL --n, 
.0 
Q) 

('I') 
Q) 
n, 

CD 
(j) 
...... 
Q) 
r-
r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: Vl DAYl VAXl L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail Histo,y - -
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

7.a 
I 

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:27 ACV0PFEINFP6000 [6)]~>-:-:-C6n~>1 Data EnhJ:: Initial Enny 
(UTC-05:00) Eastern Record Identifier:: 1 
Time (US & Canada) Temperature: 98.2 

I 

Temperature Unit: F 

Temperature Loca ORAL CAVI 
tion:: TY 

17,a Record Identifier: 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:27 ACV0PFEINFP6000 

~1~at,En~, 
Initial Enny 

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

17,a. Tempera.tu.re: 
- - -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:27 ACV0PFEINFP6000 

~

IDat,En~, Initial Enny 

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

98.2 

7.a Unit: 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:27 ACV0PFEINFP6000 

~1~at,En~, 
Initial Enny 

I 

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

17,a. Tempera.tu.re Location: 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:27 ACVOPFEINFP6000 I~ Data EnhJ:: Initial Enny 

I 

(UTC-05:00) Eastern ORAL CAVITY 
Time (US & Canada) J I 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail - -
History 

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Lab Panel: 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:45 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 

I 

(UTC-05:00) Eastem Time (autocalc) URINALYSIS 
(US & Canada) 

I 2, Lab Sub-Panel: 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:45 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 

I 

(UTC-05:00) Eastem Time (autocalc) PREGNANCY 
(US & Canada) 

13, CoUection Date: 
I 

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:45 ACV0PFEINFP6000 ~.:J),(6)~ Data Eut1:)'.· Initial Enny 

I 

(UTC-05:00) Eastem Aug/24/2020 
Time (US & Canada) 

I I 

4. Laboratory Name and Address (Derived) 
I 

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:45 ACV0PFEINFP6000 auto calc 1~:01:;~. Initial Enny 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

1 s, Specimen Type: 
I 

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:45 ACV0PFEINFP6000 auto calc 1e:.~·"' Initial Enny 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

6.a 
I 

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 10:45 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time (autocalc) Sponsor-Define 113 
(US & Canada) d Identifier: 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail - -
History 

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Test:: Choriogonadotropi 
nBeta PX113 

Result:: 

Not Done:: NOT DONE 

16.a Sponsor ID: 

I Date I Location I User I Value I Reason 

Aug-25-2020 12: 10:45 ACV0PFEINFP6000 auto calc ID,OaEota, Initial Enny 

I (UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

113 

6.a. Test: 

I Date I Location I User I Value I Reason 

Aug-25-2020 12: 10:45 ACV0PFEINFP6000 ~.:J),(6)~ Data EnhJ:: Initial Enny 

I (UTC-05:00) Eastem Choriogonadotropin Beta_PXl 13 
Time (US & Canada) 

16.a. Not Done: 

I Date I Location I User I Value I Reason 

Aug-25-2020 12: 10:45 ACV0PFEINFP6000 ~.:J),(6)~ Data EnhJ:: Initial Enny 

I (UTC-05:00) Eastem NOT DONE 
Time (US & Canada) 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L Form: RANDOMIZATION - eCRF Audit Trail Histo1y - -
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Randomiza.tion Date: 

I Date I Location I User I Value I Reason j 

I 

Aug-25-2020 12: 11 :27 ACV0PFEINFP6000 1

~4),(15)~ Data Entry: Initial Enny 
(UTC-05:00) Eastern Aug/24/2020 
Time (US & Canada) 

I 2, Randomization Number: 

I Date I Location I User I Value I Reason j 
Aug-25-2020 12: 11 :27 ACV0PFEINFP6000 1t6) (4), (6J~6) I Data Eu!Qr· Initial Enny 

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

F 231255 
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.0 
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n, 

CD 
(j) 
...... 
Q) 
r-
r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Data Origin 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 11 :44 ACV0PFEINFP6000 auto calc 1D•1>Ent~, Initial Enny 

I 

(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

SITE 

I 2, Sampl.e Type 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 11 :44 ACV0PFEINFP6000 auto calc 1D•1>Ent~, Initial Enny 

I 

(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

SERUM 

13, Sample Collected? 
I 

I Date I Location I Use1· I Value I Reason I 

Aug-25-2020 12:12:15 ACV0PFEINFP6000 auto query I Qu,cy 1, D,1,t<d Close Auto Que1y 
(UTC-05:00) Eastern (autoque1y) 
Time (US & Canada) I 

Aug-25-2020 12: 11 :44 ACV0PFEINFP6000 auto query Que1y 1 : Candidate 'Sample Collected?' 
(UTC-05:00) Eastern (autoque1y) is Yes, however no 
Time (US & Canada) barcodes are entered. 

Please review and 
con-ect as 
appropriate. 

I 

Aug-25-2020 12: 11 :44 ACV0PFEINFP6000 [6Hif)--;-:-(6n6)1 Data Entrv: Initial Enny 
(UTC-05:00) Eastern YES 
Time (US & Canada) 

I 

Date of Collection: 

Aug/24/2020 

5.a 
I 

I Date I Location I User I Value I Reason 

Aug-25-2020 12:12:15 ACV0PFEINFP6000 r==-Data Entry: Initial Enny 

I 
(UTC-05:00) Eastern Sample ID: BN6BC7 
Time (US & Canada) 

I s,a Sample ID 
I 

I Date I Location I User I Value I Reason 
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(j) 
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Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Aug-25-2020 12:12:15 ACV0PFEINFP6000 1~4),(6)~ Data Entry: Initial Enny 
(UTC-05:00) Eastern BN6BC7 I 

Time (US & Canada) J I 

5.b 
- -

I Date I Location I User I Value I Reason 
I 

Aug-25-2020 12: 12:37 ACV0PFEINFP6000 1~4),(6)~ Data Entry: Initial Enny 

I (UTC-05:00) Eastern Sample ID: BN6BC8 
Time (US & Canada) J I 

I s,b Sample ID 
- - -

I Date I Location I User I Value I Reason 
I 

Aug-25-2020 12: 12:37 ACV0PFEINFP6000 1~4),(6)~ Data Entry: Initial Enny 

I (UTC-05:00) Eastern BN6BC8 
Time (US & Canada) J I 

5.c 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 12:56 ACV0PFEINFP6000 1~4),(6)~ Data Entry: Initial Enny 

I (UTC-05:00) Eastern Sample ID: BN6BC6 
Time (US & Canada) J I 

I s,c Sample ID 
- - -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 12:56 ACV0PFEINFP6000 1~4),(6)~ Data Entry: Initial Enny 

I (UTC-05:00) Eastern BN6BC6 
Time (US & Canada) J I 

5.d 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 13:55 ACV0PFEINFP6000 1~4),(6)~ Data Entry: Initial Enny 

I (UTC-05:00) Eastern Sample ID: BL9X6B 
Time (US & Canada) J I 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L - -

Form Version: 22-Apr-2020 21:03 

Site No: 1097 

Subject No: 10971023 

Generated By: 

, 5.d Sample ID 

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

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 

I Date I Location I User I Value I Reason 
----------..--------------;.....------=======--
Aug-25-2020 12: 13:55 
(UTC-05:00) Eastern 
Time (US & Canada) 

5.e 

ACV0PFEINFP6000 Data Entry: Initial Enny 
BL9X6B 

I Date I Location I User I Value I Reason 
----------..--------------;.....------=======--
Aug-25-2020 12: 14:20 
(UTC-05:00) Eastern 
Time (US & Canada) 

I s,e Sample ID 

ACV0PFEINFP6000 Data Entry: Initial Enny 

Sample ID: BL9X6C 

I Date I Location I User I Value I Reason 
--------.-------:-------======;.._ ----------

Aug -25 -2020 12: 14:20 ACV0PFEINFP6000 Data Entry: Initial Enny 
(UTC-05:00) Eastern BL9X6C 
Time (US & Canada) 

Page l l l of 184 

***Confidential*** 



FDA-CBER-2021-5683-0971000
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Q) 
r-
r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Data Origin 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 14:52 ACV0PFEINFP6000 auto calc 1D•1>Ent~, Initial Enny 

I 

(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

SITE 

I 2, Sampl.e Type 
- -

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12: 14:52 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 

I 

(UTC-05:00) Eastem Time (autocalc) NASAL SWAB 
(US & Canada) 

13, Sample Collected? 
I 

I Date I Location I Use1· I Value I Reason I 

Aug-25-2020 12:15:06 ACV0PFEINFP6000 auto query I Qu,cy 1, D,1,t<d Close Auto Que1y 
(UTC-05:00) Eastem (autoque1y) 
Time (US & Canada) I 

Aug-25-2020 12: 14:52 ACV0PFEINFP6000 auto query Que1y 1 : Candidate 'Sample Collected?' 
(UTC-05:00) Eastem (autoque1y) is Yes, however no 
Time (US & Canada) barcodes are entered. 

Please review and 
con-ect as 
appropriate. 

I 

Aug-25-2020 12: 14:52 ACV0PFEINFP6000 [6Hif)--;-:-(6n6)1 Data Entrv: Initial Enny 
(UTC-05:00) Eastem YES 
Time (US & Canada) 

I 

Date of Collection: 

Aug/24/2020 

5.a 
I 

I Date I Location I User I Value I Reason 

Aug-25-2020 12:15:06 ACV0PFEINFP6000 r==-Data Entry: Initial Enny 

I 
(UTC-05:00) Eastem Sample ID: BN6BB9 
Time (US & Canada) 

I s,a Sample ID 
I 

I Date I Location I User I Value I Reason 
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Q) 
r-
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(j) 
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Header Text: c4591001 

Visit: Vl DAYl VAXl 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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Aug-25-2020 12:15:06 ACV0PFEINFP6000 1~4),(6)~ Data Entry: Initial Enny 
(UTC-05:00) Eastern BN6BB9 I 

Time (US & Canada) 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L Form: VACCINATION - eCRF Audit Trail History - -
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Was there a temporary delay of vaccination? 

I Date I Location I User I Value I Reason j 
11(6) (4), (6))~6) I D•ta Entry, 

I 

Aug-25-2020 12:15:58 ACV0PFEINFP6000 Initial Entry 
(UTC-05:00) Eastern 
Time (US & Canada) 

F NO 

I 2, Treatment Name 

I Date I Location I Use1· I Value I Reason j 
Aug-25-2020 12:15:58 ACV0PFEINFP6000 auto calc 

1~~::i~~~.;.,.ERAPY 
Initial Enny 

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

13, Formulation: 

I Date I Location I Use1· I Value I Reason j 
Aug-25-2020 12:15:58 ACV0PFEINFP6000 auto calc I :::J':;;,~ 

Initial Enny 

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

14, Dose Date Time: 

I Date I Location I User I Value I Reason j 
Aug-25-2020 12:15:58 ACV0PFEINFP6000 lllill Data EntJ:y· Initial Enny 

I (UTC-05:00) Eastern Aug/24/2020 10:30 
Time (US & Canada) 

1 s, Anatomical Location: 

I Date I Location I Use1· I Value I Reason j 
Aug-25-2020 12:15:58 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 

I (UTC-05:00) Eastern Time (autocalc) DELTOID MUSCLE 
(US & Canada) 

16. Body Side: 

I Date I Location I User I Value I Reason j 
Aug-25-2020 12:15:58 ACV0PFEINFP6000 lllill I Oat• Entry, Initial Enny 

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

LEFT 

I 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L Form: VACCINATION - eCRF Audit Trail Histo1y - -
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

7. Route: 
I 

I Date I Location I User I Value I Reason _J 
Aug-25-2020 12:15:58 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 

I 
(UTC-05:00) Eastem Time (autocalc) INTRAMUSCULAR 
(US & Canada) 

I 10. Timeframe Subject Was Observed 
I 

I Date I Location I User I Value I Reason 
I 

Aug-25-2020 12:15:58 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 

I 
(UTC-05:00) Eastem Time (autocalc) THE PROTOCOL SPECIFIED OBS 
(US & Canada) ERVATION PERIOD 

II. Was tlte subject observed for at least tlte protocol specified observation period after investigation al product administration? 

I Date I Location I User I Value I Reason 
I 

Aug-25-2020 12:15:58 ACV0PFEINFP6000 r==-I D•ta Entq, Initial Enny 

I 
(UTC-05:00) Eastem 
Time (US & Canada) 

YES 
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Header Text: c4591001 

Visit: Vl DAYl VAXl L Form: REACTOGENICITY DIARY - eCRF Audit Trail History - -
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Sel.ect appropriate response - Reactogenicity diary collection 

I Date I Location I User I Value I Reason 

Sep-02-2020 04: 18:20 ACV0PFEINFP6000 ~(40 Que1y 1: Closed Response satisfies 
(UTC-05:00) Eastern [£[(ill query 
Time (US & Canada) I I 

Sep-01-2020 17:48:20 ACV0PFEINFP6000 auto que1y Que1y 1: Answered Transcription Error 
(UTC-05:00) Eastern (autoque1y) 
Time (US & Canada) I I 

Sep-01-2020 17:48:20 ACV0PFEINFP6000 F Data Entrv: Transcription Error 
(UTC-05:00) Eastern YES - REACTOGENICITY E-
Time (US & Canada) DIARY COLLECTED FOR THI 

S SUBJECT 

Sep-01-2020 06:50: 17 ACV0PFEINFP6000 t~ (4), (b) (6)1 Que1y 1: Opened eDia1y: 
(UTC-05:00) Eastern I REACTOGENICITY 
Time (US & Canada) E-DIARY 

COLLECTED FOR I 

THIS SUBJECT is 
'No' however VAX 1 

eDia1y records are 
available for the 
subject. Please verify 
and update. Else, 
confinu in query 
response appropriately . 

Aug-25-2020 12:16:13 ACV0PFEINFP6000 t~ (4), (b) (6)] Data Entrv: Initial Entiy 

I 

(UTC-05:00) Eastern I NO - REACTOGENICITY E-DI 
Time (US & Canada) ARY NOT COLLECTED FOR 

THIS SUBJECT 
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Header Text: c4591001 

Visit: V2 VAX2 L Form: DATE OF VISIT - eCRF Audit Trail Histo1y - -
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Date of Visit 
I 

I Date I Location I User I Value I Reason _J 
Sep-15-2020 15:03:47 ACV0PFEINFP6000 !"H4, 1 D•l• EulJ:r· Initial Entiy 

I (UTC-05:00) Eastem Time _... • S<p/15/2020 

(US & Canada) 
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Header Text: c4591001 

Visit: V2 VAX2 L - -

Form Version: 21-Aug-2020 02:52 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4JJ 

Back to Form 

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

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 

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

I Date I Location I User I Value I Reason ~ 
..-----------,--------- :------___;=======--,---------
Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

ACV0PFEINFP6000 ~ I Data Entry: Initial Entiy I 

;;..NO 

2.a 

I Date 

Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

12.a Symptom: 

I Location I User 

ACV0PFEINFP6000 ~ 
(b) (6) ... 

I Value I Reason 
:-----___;;=====-
Data Entry: 

Symptom:: FE 
VE 
R 

'We1·e fever or systemic sympto NO 
ms present on the last day the 
Subject Diary was completed? 

Initial Entiy 

I Date I Location I User I Value I Reason 
..-----------
Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

,..A_C_V_O_P_F_E_INFP __ 6_0_0_0_ r-~b-)J-(4-. -. -- ,..I D-at_a_E_n_t-ry_: _________ Initial Entiy 

(ll) (6] FEVER 

1 

2.a. Were /ever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 

I Date I Location I User 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~6J (4. 

(UTC-05:00) Eastem Time (ll) (6) 
j 

(US & Canada) 

2.b 

I Date I Location I User 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~6J (4. 

(UTC-05:00) Eastem Time (ll) (6) 
j 

(US & Canada) 

Page 118 of 184 

1 

1 

I Value I Reason 

I Data Entry, 
NO 

Initial Entiy 

I Value I Reason 

..--------------
Data Enh:y: 

Symptom:: FAT 
1G 

UE 

Initial Entiy 
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Header Text: c4591001 

Visit: V2 VAX2 L - -

Form Version: 21-Aug-2020 02:52 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4JJ 

12.b Symptom: 

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

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 

'We1·e fever or systemic sympt NO 
oms present on the last day th 
e Subject Diary was complete 
d?: 

I Date I Location 
-----------

I User I Value I Reason 
-------------=------___;=======--

Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

ACV0PFEINFP6000 ~b} (.if , 

~ 
Data Entry: Initial Entiy 
FATIGUE 

I 

2.b Were fever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 

I Date I Location I User I Value I Reason 

_S_ep_--15---20_2_0_15_:_04_:_3_1 ___ A_C_V_O_P_F_E_INFP __ 6_0_0_0_ -~b-}-(.if-. -. -- :..I D-at_a_E_n_t-ry_:_....;;;;======'-- Initial Entiy 

(UTC-05:00) Eastem Time ~ NO 
(US & Canada) I 

2.c 
-

I 

I 

I 

I Date I Location I User I Value I Reason 
----------- -----=-------======='--;_-----== 
Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

I 2,c Symptom: 

I Date 

Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

ACV0PFEINFP6000 ~b} (.if , 

~ 
I 

I Location I User 

ACV0PFEINFP6000 ~ (b) (6) .... 

Data Entry: Initial Entiy 

Symptom:: HEA 
DAC 
HE 

'We1·e fever or systemic symp NO 
toms present on the last day t 
he Subject Diary was comple 
ted?: 

I Value I Reason 
:-----___;;=====--
Data Entry: Initial Entiy 
HEADACHE 

_J 

I 

2.c Were fever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 

I Date I Location I User I Value I Reason _J 
..----------- ... -------- :------___;=======-- ... --------
Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

***Confidential*** 

~ I Data Entry: Initial Entiy I 
(b) (6) NO .... ~ 

ACV0PFEINFP6000 

Page 119 of 184 



FDA-CBER-2021-5683-0971008
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Header Text: c4591001 

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

2.d 

I Date I Location I User I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~b} (.if' Data Entry: Initial Entiy 
(UTC-05:00) Eastem Time (llf(6) 

Symptom:: CH .:...:..:..i 
(US & Canada) I ILL 

s 
'We1·e fever or systemic sympt NO 
oms present on the last day th 
e Subject Diary was complete 
d?: 

12.d Symptom: 
-

I Date I Location I User I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~b} (.if' Data Entry: Initial Entiy 

I (UTC-05:00) Eastem Time (llf(6) CHILLS .:...:..:..i 
(US & Canada) I 

2.d Were /ever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 
-

I Date I Location I User I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~b} (.if' I Dafa En""'' Initial Entiy 

I (UTC-05:00) Eastem Time (b)'°(S) 
.:...:..:..i 

(US & Canada) I 
NO 

2.e 
-

I Date I Location I User I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~b} (.if' Data Entry: Initial Entiy 
(UTC-05:00) Eastem Time (b)'°(S) 

Symptom:: VO ..i 
(US & Canada) I MIT 

ING 

'We1·e fever or systemic symp NO 
toms present on the last day t 
he Subject Diary was comple 
ted?: 
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Header Text: c4591001 

Visit: V2 VAX2 L - - Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 

Form Status: Data Complete, Locked, Frozen, Verified Form Version: 21-Aug-2020 02:52 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4JJ 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 

12.e Symptom: 

I Date I Location I User I Value I Reason 
----------- .---------.-----;.....------=======:..._ 
Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

ACV0PFEINFP6000 ~b} (.if , 

~ 
Data Entry: 
VOMITING 

I 

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

Initial Entiy 

I Date I Location I User I Value I Reason 

... S-ep--1-5--2-0_2_0_1_5_:0-4-:3_1 __ .,.A_C_V_OP_F_E_INFP __ 60_0_0_,..~b-}-(.if-.-. __ ;,..ID_a_t_a_E_n_h_:y_:_-=======--

(UTC-05:00) Eastem Time ~ NO 
Initial Entiy 

(US & Canada) I 

2.f 

I Date I Location I User I Value I Reason 
-------------:..-----___,;=======-------------

Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

12.f Symptom: 

ACV0PFEINFP6000 ~b} (.if , 

~ 
I 

Data Enti:y: Initial Entiy 

Symptom:: DIA 
RRH 
EA 

'We1·e fever or systemic sympt NO 
oms present on the last day t 
he Subject Diary was comple 
ted?: 

I Date I Location I User I Value I Reason 

... A_C_V_O_P_F_E_INFP __ 6_0_0_0_ ... ~b-}-(.if-. -. --:..I D-at_a_E_n_t-ry_:_....;;;;======'-- Initial Entiy -----------
Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

(b)Wl DIARRHEA 

I 

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

I 

I 

I 

I Date I Location I User I Value I Reason 
=-------=======--;- ____ ....;;;;;=;;;;; 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~b} (.if, I Data Entry: Initial Entiy I 

(UTC-05:00) Eastem Time ~ . NO 
(US & Canada) --

2.g 

I Date I Location I User I Value I Reason 
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Header Text: c4591001 

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~b} (.if' Data Entry: Initial Entiy 
(UTC-05:00) Eastem Time (b)'°(S) 

Symptom:: NEWOR ..i 
(US & Canada) I WORSEN 

EDMUSC 
LE PAIN 

'Were fever or systemic NO 
symptoms present on t 
he last day the Subject 
Diary was completed?: 

I 2,g Symptom: 

I Date I Location I User I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~ Data Entry: Initial Entiy 

I (UTC-05:00) Eastem Time (b) (6J NEW OR WORSENED MUSCLE P 
(US & Canada) I AIN 

2.g Were /ever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 

I Date I Location I User I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~ I Data Entry, Initial Entiy 

I (UTC-05:00) Eastem Time (b) (6J 

(US & Canada) I 
NO 

2.h 

I Date I Location I user I Value I Reason 

Sep-15-2020 16:17:29 ACV0PFEINFP6000 ~4),(b)~ Data Entrv: Initial Entiy 
(UTC-05:00) Eastem Symptom:: NEWOR 
Time (US & Canada) WORSE 

NED JOI 
NT PAIN 

Were feve1· or systemi NO 
c symptoms present o 
n the last day the Sub 
ject Diary was comple 
ted?: 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 
~}.~ 

Data Entry: Initial Entiy 
(UTC-05:00) Eastem Symptom:: NEWOR 
Time (US & Canada) WORSE 

NED JOI 
NT PAIN 

I 
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Header Text: c4591001 

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Were feve1· or systemi 
c symptoms present o 
n the last day the Sub 
ject Diary was comple 
ted?: 

12.h Symptom: 
I 

I Date I Location I User I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~6J (4. Data Entry: Initial Entry 

I 
(UTC-05:00) Eastem Time (ll) (6) NEW OR WORSENED JOINT PAIN j 

(US & Canada) 1 

2.h Were fever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 
I 

I Date I Location I User I Value I Reason 

Sep-15-2020 16:17:29 ACV0PFEINFP6000 ~I ~~b Enh,a 
Initial Entry 

I 
(UTC-05:00) Eastem 
Time (US & Canada) 

13, Injecti.on Site Locati.on: 

I Date I Location I user I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 auto calc Data Entry: Initial Entiy 

I 
(UTC-05:00) Eastem Time (autocalc) DELTOID MUSCLE 
(US & Canada) 

14, Injecti.on Site Body Side: 

I Date I Location I User I Value I Reason 

Sep-15-2020 16:17:29 ACV0PFEINFP6000 ~4 ), (b)~6 I D,b Enh,a Initial Entiy 

I 
(UTC-05:00) Eastem 
Time (US & Canada) 

LEFT 

5.a 

I Date I Location I User I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~6J (4. Data Entry: Initial Entiy 
(UTC-05:00) Eastem Time (b) (6) 

Injection Site Reaction:: RE 
(US & Canada) liiilllllll DN 

ESS 

'Were injection site reactions NO 
present on the last day the Su 
bject Diary was completed?: 
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.0 
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Header Text: c4591001 

Visit: V2 VAX2 L - -

Form Version: 21-Aug-2020 02:52 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4JJ 

I s,a Injection Site Reaction: 

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

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 

I Date ... , L_o_c_a_ti_o_n--==;;....-, User I Value I Reason 

ACV0PFEINFP6000 .-~b-}-(.if-. -. -- ;...I D-at_a_E_n_t-ry-:--======='-- ;..In-iti-.a-1 E-n-t-,y--===1 
Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

~ REDNESS 

I 

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

I Date I Location I User I Value I Reason 

... S-ep--1-5--2-0_2_0_1_5_:0-4-:3_1 __ .,.A_C_V_OP_F_E_INFP __ 60_0_0_,..~b-}-(.if-.-. __ ;,..ID_a_t_a_E_n_h_:y_:_-=======--

(UTC-05:00) Eastem Time ~ NO 
Initial Entiy 

(US & Canada) I 

5.b 

I Date I Location I User I Value I Reason _____________ ;,.. _____ ___,;=======-------------
Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

ACV0PFEINFP6000 ~b} (.if , 

~ 

15,b Injection Site Reaction: ~ 

I 

Data Enh:y: Initial Entiy 

Injection Site Reaction:: SWE 
LLI 
NG 

'We1·e injection site reactions NO 
present on the last day the S 
ubject Diary was completed? 

I 

I Date ... , L_o_c_a_ti_o_n _____ l User I Value I Reason 
_____________ ;,.. _____ ___,;=======--;..------==;;;;;;;; 

Sep-15-2020 15:04:31 
(UTC-05:00) Eastem Time 
(US & Canada) 

ACV0PFEINFP6000 ~b} (.if , 
(b)Wl 

Data Enh:y: Initial Entiy I 

SWELLING 

I 

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

I Date I Location I User I Value I Reason 
=------=======--;------=== 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~b} (.if, I Data Enh:y: Initial Entiy I 

(UTC-05:00) Eastem Time ~ . NO 
(US & Canada) --

5.c 

I Date I Location I User I Value I Reason 
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Header Text: c4591001 

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~b} (.if' Data Entry: Initial Entiy 
(UTC-05:00) Eastem Time (b)'°(S) 

Injection Site Reaction:: PAIN A ..i 
(US & Canada) I TINJEC 

TION SI 
TE 

'Were injection site reacti NO 
ons present on the last da 
y the Subject Diary was c 
ompleted?: 

I s,c Injection Site Reaction: 

I Date I Location I User I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~ Data Entry: Initial Entiy 

I (UTC-05:00) Eastem Time (b) (6J PAIN AT INJECTION SITE 
(US & Canada) I 

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

I Date I Location I User I Value I Reason 

Sep-15-2020 15:04:31 ACV0PFEINFP6000 ~ I Data Entry, Initial Entiy 

I (UTC-05:00) Eastem Time (b) (6J 

(US & Canada) I 
NO 
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Header Text: c4591001 

Visit: V2 VAX2 L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History - -
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Date: 

I Date I Location I User I Value I Reason 

Sep-15-2020 15:05:15 ACV0PFEINFP6000 ~ Data EnhJ:: Initial Entry 

I (UTC-05:00) Eastem Time (b) (6J Sep/15/2020 
(US & Canada) I 

2.a 

I Date I Location I User I Value I Reason 

Sep-15-2020 15:05:15 ACV0PFEINFP6000 ~b} (.if' Data Eut1J:· Initial Entiy 
(UTC-05:00) Eastem Time (b) (6J Record Identifier:: 1 
(US & Canada) I Temperature: 96.7 

Temperature Unit: F 

Temperature Locati ORALCAVI 
on:: TY 

12.a Record Identifier: 

I Date I Location I User I Value I Reason 

Sep-15-2020 15:05:15 ACV0PFEINFP6000 ~6J (4. I 1~•fa Eno:,:, 
Initial Entiy 

I (UTC-05:00) Eastem Time (b) (6) 
j 

(US & Canada) 

I 2,a. Tempera.tu.re: 
-I Date I Location I User I Value I Reason I 

I Q,~ry I, Closod Sep-16-2020 02:41:32 ACV0PFEINFP6000 [b) (~lJ Per site confinnation 
(UTC-05:00) Eastem Time ~D} CG) 
(US & Canada) I 

I 

Sep-15-2020 15:10:44 ACV0PFEINFP6000 t6J (4,.-(b} (6J IQ,~., 1, An,w,"" Data is co!l'ect as 
(UTC-05:00) Eastem Time I entered. 
(US & Canada) I 

Sep-15-2020 15:05:15 ACV0PFEINFP6000 auto que1y I Q,~ry I, Opmd Temperature 96.7 Fis 
(UTC-05:00) Eastem Time (autoque1y) outside ofNormal 
(US & Canada) Range 97 - 99.5 F. j 

I D,t, Enh·,, 
I 

Sep-15-2020 15:05:15 ACV0PFEINFP6000 (b} (4), (b} (6) Initial Entiy 
(UTC-05:00) Eastem Time =7 
(US & Canada) 

96.7 

2.a Unit: 
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Header Text: c4591001 

Visit: V2 VAX2 L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History - -
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I Date I Location I User I Value I Reason 
I 

Sep-15-2020 15:05:15 ACV0PFEINFP6000 ~6J (4. 

1 

I ~•fa Ent"', Initial Entry 

I 
(UTC-05:00) Eastem Time (ll) (6) 

j 

(US & Canada) 

12.a. Tempera.tu.re Loco.ti.on: 
I 

I Date I Location I User I Value I Reason I 
Sep-15-2020 15:05:15 ACV0PFEINFP6000 ~6J (4. I D•ta Ent"', Initial Entry 

I 
(UTC-05:00) Eastem Time (ll) (6) 

j 

(US & Canada) I 
ORAL CAVITY 
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Header Text: c4591001 

Visit: V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail - -
History 

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Lab Panel: 
-

I Date I Location I user I Value I Reason _J 
Sep-15-2020 16:17:52 ACV0PFEINFP6000 auto calc Data Entrv: Initial Entiy 

I 

(UTC-05:00) Eastem Time (autocalc) URINALYSIS 
(US & Canada) 

I 2, Lab Sub-Panel: 
- -

I Date I Location I user I Value I Reason _J 
Sep-15-2020 16:17:52 ACV0PFEINFP6000 auto calc Data Entrv: Initial Entiy 

I 

(UTC-05:00) Eastem Time (autocalc) PREGNANCY 
(US & Canada) 

13, CoUection Date: 
I 

I Date I Location I User I Value I Reason _J 
Sep-15-2020 16:17:52 ACV0PFEINFP6000 ~4), (b)~6 I Dato Eott,r- Initial Entiy 

I 

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

Sep/15/2020 

I 

4. Laboratory Name and Address (Derived) 
I 

I Date I Location I user I Value I Reason _J 
Sep-15-2020 16:17:52 ACV0PFEINFP6000 auto calc 1~;~~~. Initial Entiy 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

1 s, Specimen Type: 
I 

I Date I Location I user I Value I Reason _J 
Sep-15-2020 16:17:52 ACV0PFEINFP6000 auto calc Je~~~·"'· Initial Entiy 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

6.a 
I 

I Date I Location I user I Value I Reason _J 
Sep-15-2020 16:17:52 ACV0PFEINFP6000 auto calc Data Entrv: Initial Entiy 
(UTC-05:00) Eastem Time (autocalc) Sponsor-Define 113 
(US & Canada) d Identifier: 
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Header Text: c4591001 

Visit: V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail - -
History 

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Test:: Choriogonadotropi 
n Beta PXl 13 

Result:: 

Not Done:: NOT DONE 

16.a Sponsor ID: 

I Date I Location I user I Value I Reason 

Sep-15-2020 16:17:52 ACV0PFEINFP6000 auto calc ID,taEn"CI, Initial Entiy 

I (UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

113 

6.a. Test: 

I Date I Location I User I Value I Reason 

Sep-15-2020 16:17:52 ACV0PFEINFP6000 ~4),(b)~ Data Entrv: Initial Entiy 

I (UTC-05:00) Eastern Choriogonadotropin Beta_PXl 13 
Time (US & Canada) 

16.a. Not Done: 

I Date I Location I User I Value I Reason 

Sep-15-2020 16:17:52 ACV0PFEINFP6000 ~4),(b)~ Data Entrv: Initial Entiy 

I (UTC-05:00) Eastern NOT DONE 
Time (US & Canada) 
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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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Data Origin 
- -

I Date I Location I user I Value I Reason _J 
Sep-15-2020 15:06:00 ACV0PFEINFP6000 auto calc 1D•ta Ent~, Initial Entiy 

I 

(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

SITE 

I 2, Sampl.e Type 
- -

I Date I Location I user I Value I Reason _J 
Sep-15-2020 15:06:00 ACV0PFEINFP6000 auto calc Data Entrv: Initial Entiy 

I 

(UTC-05:00) Eastem Time (autocalc) NASAL SWAB 
(US & Canada) 

13, Sample Collected? 
I 

I Date I Location I User I Value I Reason I 

Sep-25-2020 06:37:43 ACV0PFEINFP6000 ti>) (~). (b f(6l Que1y 2: Closed Response satisfies 
(UTC-05:00) Eastem =-==, que1y 
Time (US & Canada) I 

I -

Sep-24-2020 14:42:25 ACV0PFEINFP6000 ~4),(6)~ Que1y 2: Answered con-ected 
(UTC-05:00) Eastem 
Time (US & Canada) I 

Sep-23-2020 13:48:51 ACV0PFEINFP6000 {b) (4), (6) (6)1 Que1y 2: Opened Nasal Swab barcode 
(UTC-05:00) Eastem I BN6B3X has been 
Time (US & Canada) received by the lab 

for Visit 2. Please 
review and update or 
submit SCF. 

-

Sep-15-2020 15:06:34 ACV0PFEINFP6000 auto que1y Que1y 1: Deleted Close Auto Que1y 
(UTC-05:00) Eastem (autoquery) 
Time (US & Canada) I 

I 

-

Sep-15-2020 15:06:00 ACV0PFEINFP6000 auto que1y Que1y 1: Candidate 'Sample Collected?' 
(UTC-05:00) Eastem (autoquery) is Yes, however no 
Time (US & Canada) barcodes are 

entered. Please 
review and correct 
as appropriate . 

Sep-15-2020 15:06:00 ACV0PFEINFP6000 t6J (4), <6J (6Y ID.ta Ent~, Initial Entiy 
I (UTC-05:00) Eastem I YES 
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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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Time (US & Canada) Date of Collection: 

I 

Sep/15/2020 

5.a 
- -

I Date I Location I User I Value I Reason I 

Sep-24-2020 14:42:09 ACV0PFEINFP6000 ~4),(b)~ Data Entrv: Transcription En-or 
(UTC-05:00) Eastern Sample ID: BN6B3X 
Time (US & Canada) I 

I 

Sep-15-2020 15:09:53 ACV0PFEINFP6000 tb} fif1,(b} (61 Data Entrv: technical glitch 
(UTC-05:00) Eastern 1 Sample ID: BN5B3X 
Time (US & Canada) I 

Sep-15-2020 15:06:34 ACV0PFEINFP6000 tb} fif1,(b} (61 Data Entry· Initial Enny 

I (UTC-05:00) Eastern 1 Sample ID: BN6B3Xl 
Time (US & Canada) 

I s,a Sample ID 

I Date I Location I User I Value I Reason I 

Sep-24-2020 14:42:09 ACV0PFEINFP6000 t~ (4), (b) (6)] Data Entrv: Transcription En-or 
(UTC-05:00) Eastern 1 BN6B3X 
Time (US & Canada) I 

Sep-15-2020 15:09:53 ACV0PFEINFP6000 auto query I Q""1' 1, ClMod Close Auto Que1y 
(UTC-05:00) Eastern (autoque1y) 
Time (US & Canada) I 
Sep-15-2020 15:09:53 ACV0PFEINFP6000 t6J (4, (b} (61 Data Entrv: technical glitch 
(UTC-05:00) Eastern ;:= 7 BN5B3X 
Time (US & Canada) I I 

Sep-15-2020 15:06:34 ACV0PFEINFP6000 auto query Que1y 1 : Opened Barcode is not 6 
(UTC-05:00) Eastern (autoque1y) characters in length. 
Time (US & Canada) Please review and 

con-ect as 
I appropriate . _J 

I 

Sep-15-2020 15:06:34 ACV0PFEINFP6000 (b} (4), (b} (6) Data Entrv: Initial Enny 
(UTC-05:00) Eastern =7 BN6B3Xl 
Time (US & Canada) 

~ 
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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: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Was there a temporary delay of vaccination? 

I Date I Location I User I Value I Reason j 
Sep-15-2020 15:11:42 ACV0PFEINFP6000 ~ I D•ta Entry, Initial Entry 

I (UTC-05:00) Eastem Time (b) (6J 

(US & Canada) I 
NO 

I 2, Treatment Name 
-I Date I Location I user I Value I Reason j 

Sep-15-2020 15:11:42 ACV0PFEINFP6000 auto calc I ~~~~~;HERAPY 
Initial Entiy 

I (UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

13, Formulation: 

I Date I Location I user I Value I Reason j 
Sep-15-2020 15:11:42 ACV0PFEINFP6000 auto calc l:!:J~;;,~ Initial Entiy 

I (UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

14, Dose Date Time: 

I Date I Location I User I Value I Reason j 
Sep-15-2020 15:11:42 ACV0PFEINFP6000 ~b} (.if' Data EntJ:y· Initial Entiy 

I (UTC-05:00) Eastem Time (llf(6) Sep/15/2020 11 :48 .:...:..:..i 
(US & Canada) I 

1 s, Anatomical Location: 

I Date I Location I user I Value I Reason j 
Sep-15-2020 15:11:42 ACV0PFEINFP6000 auto calc Data Entrv: Initial Entiy 

I (UTC-05:00) Eastem Time (autocalc) DELTOID MUSCLE 
(US & Canada) 

16. Body Side: 

I Date I Location I User I Value I Reason j 
Sep-15-2020 15:11:42 ACV0PFEINFP6000 ~b} (.if' I Oat• Entry, Initial Entiy 

I (UTC-05:00) Eastem Time (llf(6) 
.:...:..:..i 

(US & Canada) I 
LEFT 
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Header Text: c4591001 

Visit: V2 VAX2 L Form: VACCINATION - eCRF Audit Trail Histo1y - -
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

7. Route: 
I 

I Date I Location I user I Value I Reason _J 
Sep-15-2020 15:11:42 ACV0PFEINFP6000 auto calc Data Entrv: Initial Entiy 

I 
(UTC-05:00) Eastem Time (autocalc) INTRAMUSCULAR 
(US & Canada) 

I 10. Timeframe Subject Was Observed 
I 

I Date I Location I user I Value I Reason 
I 

Sep-15-2020 15:11:42 ACV0PFEINFP6000 auto calc Data Entrv: Initial Entiy 

I 
(UTC-05:00) Eastem Time (autocalc) THE PROTOCOL SPECIFIED OBS 
(US & Canada) ERVATION PERIOD 

II. Was tlte subject observed for at least tlte protocol specified observation period after investigation al product administration? 

I Date I Location I User I Value I Reason 
I 

Sep-15-2020 15:11:42 ACV0PFEINFP6000 ~6J (4. I D•ta Entry, Initial Entiy 

I 
(UTC-05:00) Eastem Time (ll) (6) 

j 

(US & Canada) 1 
YES 
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.0 
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Q) 
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0 
(j) 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: DATE OF VISIT - eCRF Audit Trail Histo1y - - -
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Date of Visit 
I 

I Date I Location I User I Value I Reason _J 
Oct-15-2020 13:41:04 ACV0PFEINFP6000 

i.. lDataEPIQ(" Initial Enny 

I (UTC-05:00) Eastem Time 
(US & Canada) 

Oct/15/2020 
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.0 
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Q) 
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(j) 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

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

I Date I Location I User I Value I Reason _J 
Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ IDataEntIT, Initial Enny 

I 

(UTC-05:00) Eastem Time pn(6~ 
(US & Canada) 

NO 

2.a 
- -

I Date I Location I User I Value I Reason _J 
Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time pn(6~ Symptom:: FE 
(US & Canada) VE 

R 

Were feve1· or systemic sympt NO 
oms present on the last day th 
e Subject Diary was complete 
d?: 

12.a Symptom.: 
I 

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ IDataEntIT, Initial Enny 

I 
(UTC-05:00) Eastem Time ) 

(US & Canada) I 
FEVER 

2.a. Were /ever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 
I 

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ I Data Enu,r, Initial Enny 

I 
(UTC-05:00) Eastem Time ) 

(US & Canada) I 
NO 

2.b 
I 

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ 
Data Entry: Initial Enny 

(UTC-05:00) Eastem Time ) Symptom:: FAT 
(US & Canada) I IG 

UE 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Were feve1· or systemic sympt NO 

I 

oms present on the last day t 
he Subject Diary was comple 
ted?: 

I 2,b Symptom: 

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ Data Entry: Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n FATIGUE 
(US & Canada) I 

2.b Were fever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 
-

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ IDataEoh:,ca Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n 
(US & Canada) I 

NO 

2.c 
-

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ 
Data Entry: Initial Enny 

(UTC-05:00) Eastem Time ) Symptom:: HEA 
(US & Canada) I DAC 

HE 

Were feve1· or systemic symp NO 
toms present on the last day 
the Subject Diary was compl 
eted?: 

I 2,c Symptom: 
- -

I Date I Location I User I Value I Reason _J 
Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 

I 

(UTC-05:00) Eastem Time pn(6~ HEADACHE 
(US & Canada) 

2.c Were fever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 
-

I Date I Location I User I Value I Reason _J 
Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ IDataEntIT, Initial Enny 

I 

(UTC-05:00) Eastem Time pn(6~ 
(US & Canada) 

NO 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

2.d 
-

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time ~o)l6n Symptom:: CH 
(US & Canada) I ILL 

s 
Were feve1· or systemic sympt NO 
oms present on the last day th 
e Subject Diary was complete 
d?: 

12.d Symptom: 
- -

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ Data Entry: Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n CHILLS 
(US & Canada) I 

2.d Were /ever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 
-

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ IDmEoh:,ca Initial Enny 

I (UTC-05:00) Eastem Time ) 

(US & Canada) I 
NO 

2.e 
- -

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ 
Data Entry: Initial Enny 

(UTC-05:00) Eastem Time ) Symptom:: VO 
(US & Canada) I MIT 

ING 

Were feve1· or systemic symp NO 
toms present on the last day 
the Subject Diary was compl 
eted?: 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

12.e Symptom: 
-

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n VOMITING 
(US & Canada) I 

-

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

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ IDataEntIT, Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n 
(US & Canada) I 

NO 

2.f 

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time ~o)l6n Symptom:: DIA 
(US & Canada) I RR 

HE 
A 

Were fever or systemic symp NO 
toms present on the last day 
the Subject Diary was compl 
eted?: 

12.f Symptom: 
-I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ I D,la '"'"'' 
Initial Enny 

I 
(UTC-05:00) Eastem Time ) 

(US & Canada) I 
DIARRHEA 

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

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 E. IDataEnta, Initial Enny 

I 
(UTC-05:00) Eastem Time 
(US & Canada) 

NO 

2.g 
-I Date I Location I User I Value I Reason 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ 
Data Entrv: Initial Enny 

(UTC-05:00) Eastem Time 6 Symptom:: NEWOR 
(US & Canada) I WORSEN 

EDMUSC 
LE PAIN 

Were fever or systemic NO 
symptoms present on t 
he last day the Subject 
Diary was completed?: 

I 2,g Symptom: 
-I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ 
Data EntlJ::: Initial Enny 

I (UTC-05:00) Eastem Time ) NEW OR WORSENED MUSCLE P 
(US & Canada) I AIN 

2.g Were /ever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ I Dala Entry, Initial Enny 

I (UTC-05:00) Eastem Time ) 

(US & Canada) I 
NO 

2.h 
-I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ 
Data Entrl:'.: Initial Enny 

(UTC-05:00) Eastem Time ) Symptom:: NEWOR 
(US & Canada) I WORSEN 

ED JOIN 
TPAIN 

Were feve1· or systemic NO 
symptoms present on t 
he last day the Subject 
Diary was completed?: 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

12.h Symptom: 
-

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n NEW OR WORSENED JOINT PAI 
(US & Canada) I N 

2.h Were fever or systemic symptoms present on tlte last day the Subject Dia.ry was completed? 

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ IDataEntIT, Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n 
(US & Canada) I 

NO 

-
13, Injection Site Location: 

I Date I Location I user I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 auto calc Data Entrv: Initial Entiy 

I (UTC-05:00) Eastem Time (autocalc) DELTOID MUSCLE 
(US & Canada) 

14, Injection Site Body Side: 

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ IDataEntIT, Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n 
(US & Canada) I 

LEFT 

5.a 

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time ~o)l6n Injection Site Reaction:: RE 
(US & Canada) I DN 

ESS 

Were injection site reactions NO 
present on the last day the S 
ubject Diary was completed? 
; 

I s,a Injection Site Reaction: 
- -

I Date I Location I User 
-

I Value I Reason 
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.0 
Q) 

('I') 
Q) 
n, 

CD 
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Q) 
r-
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(j) 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 

~ 
Data Entrv: Initial Enny 

(UTC-05:00) Eastem Time ) REDNESS 
I 

(US & Canada) I 

5.a. Were injection site reactions present on tlte last day the Subject Diary wa.s compl.eted? 

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 L IDataEnt~, Initial Enny 

I 

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

NO 

5.b 
- -

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 L Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time Injection Site Reaction:: SWE 6 

(US & Canada) LLI 
NG 

Were injection site reactions NO 
present on the last day the S 
ubject Diary was completed 
?: 

I s,b Injection Site Reaction: 
- -

I Date I Location I User I Value I Reason _J 
Oct-15-2020 13:41:34 ACV0PFEINFP6000 ~ Data Entry: Initial Enny 

I 

(UTC-05:00) Eastem Time pn(6~ SWELLING 
(US & Canada) 

5.b Were injection site reactions present on tlte last day the Subject Diary wa.s compl.eted? 
I 

I Date I Location I User I Value I Reason _J 
Oct-15-2020 13:41:34 ACV0PFEINFP6000 i.. lDataEnt~, Initial Enny 

I 

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

NO 

5.c 
I 

I Date I Location I User I Value I Reason _J 
Oct-15-2020 13:41:34 ACV0PFEINFP6000 L Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time Injection Site Reaction:: PAIN A ) 

(US & Canada) TINJEC 
I TION SI 
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Q) 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED - - -
DATES - eCRF Audit Trail History 

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

TE 

Were injection site reacti NO 
ons present on the last d 
ay the Subject Diary was 
completed?: 

I s,c Injection Site Reaction: 
-

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 {b)T4:j• Data Entrv: Initial Enny 

I (UTC-05:00) Eastem Time {D) (6) PAIN AT INJECTION SITE 
(US & Canada) I 

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

I Date I Location I User I Value I Reason 

Oct-15-2020 13:41:34 ACV0PFEINFP6000 tfil~ IDataEntIT, Initial Enny 

I (UTC-05:00) Eastem Time ~61) 
(US & Canada) I 

NO 
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Q) 
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(j) 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -- - -
eCRF Audit Trail History 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Data Origin 
- -

I Date I Location I user I Value I Reason _J 
Oct-15-2020 13:41:57 ACV0PFEINFP6000 auto calc 1D•ta Ent~, Initial Entiy 

I 

(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

SITE 

I 2, Sampl.e Type 
- -

I Date I Location I user I Value I Reason _J 
Oct-15-2020 13:41:57 ACV0PFEINFP6000 auto calc 1D•ta Ent~, Initial Entiy 

I 

(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

SERUM 

13, Sample Collected? 
I 

I Date I Location I user I Value I Reason 

Oct-15-2020 15:57:27 ACV0PFEINFP6000 auto que1y Que1y 1 : Deleted Close Auto Query 
(UTC-05:00) Eastem Time (autoque1y) 
(US & Canada) I 

Oct-15-2020 13:41:57 ACV0PFEINFP6000 auto que1y Que1y 1 : Candidate 'Sample Collected?' is 
(UTC-05:00) Eastem Time (autoque1y) Yes, however no 
(US & Canada) barcodes are entered. 

Please review and 
COlTect as 

I 
appropriate. 

Oct-15-2020 13:41:57 ACV0PFEINFP6000 

l
g Data Entry: Initial Entiy 

(UTC-05:00) Eastem Time ) YES 
(US & Canada) I Date of Collection: 

Oct/15/2020 

5.a 
I 

I Date I Location I User I Value I Reason 

Oct-15-2020 15:57:27 ACV0PFEINFP6000 

~ 
Data Entrv: Initial Entiy 

I 
(UTC-05:00) Eastem Time ) Sample ID: BN6BKC 
(US & Canada) 1 

I s,a Sample ID 
I 

I Date I Location I User I Value I Reason 

Page 143 of 184 

***Confidential*** 



FDA-CBER-2021-5683-0971032

(j) 
I.(") 

~ 
0 
...... 
N 
0 
N 
~ 
a. 
4= ...... 
0 

C 
0 
n, 
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LL --n, 
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LL --n, 
.0 
Q) 

('I') 
Q) 
n, 

CD 
(j) 
...... 
Q) 
r-
r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -- - -
eCRF Audit Trail History 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Oct-15-2020 15:57:27 ACV0PFEINFP6000 

~ 
Data Entrv: Initial Enny 

(UTC-05:00) Eastem Time ) BN6BKC 
I 

(US & Canada) I 

5.b 
-

I Date I Location I User I Value I Reason 
I 

Oct-15-2020 15:58:44 ACV0PFEINFP6000 L Data Entrv: Initial Enny 

I (UTC-05:00) Eastem Time Sample ID: BN6BKD ) 

(US & Canada) 

I s,b Sample ID 
- -

I Date I Location I User I Value I Reason 
I 

Oct-15-2020 15:58:44 ACV0PFEINFP6000 L IDataEntIT, Initial Enny 

I (UTC-05:00) Eastem Time 
(US & Canada) 

BN6BKD 

5.c 
- -

I Date I Location I User I Value I Reason _J 
Oct-15-2020 15:59:00 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 

I (UTC-05:00) Eastem Time pn(6~ Sample ID: BN6BKF 
(US & Canada) 

I s,c Sample ID 
- - -

I Date I Location I User I Value I Reason _J 
Oct-15-2020 15:59:00 ACV0PFEINFP6000 ~ IDataEntIT, Initial Enny 

I (UTC-05:00) Eastem Time pn(6~ 
(US & Canada) 

BN6BKF 

5.d 
- -

I Date I Location I User I Value I Reason _J 
Oct-15-2020 15:59:48 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 

I (UTC-05:00) Eastem Time pn(6~ Sample ID: BL9XCT 
(US & Canada) 
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Q) 
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Header Text: c4591001 

Visit: V3 MONTH! POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -- - -
eCRF Audit Trail History 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

, 5.d Sample ID 
-

I Date I Location I User I Value I Reason j 
Oct-15-2020 15:59:48 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n BL9XCT 
(US & Canada) I 

5.e 

I Date I Location I User I Value I Reason j 
Oct-15-2020 16:00:03 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n Sample ID: BL9XCV 
(US & Canada) I 

I s,e Sample ID 

I Date I Location I User I Value I Reason 
I 

Oct-15-2020 16:00:03 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 

I (UTC-05:00) Eastem Time ~o)l6n BL9XCV 
(US & Canada) I 
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LL --n, 
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LL --n, 
.0 
Q) 

('I') 
Q) 
n, 

CD 
(j) 
...... 
Q) 
r-
r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: V4 MONTH6 L Form: DATE OF VISIT - eCRF Audit Trail Histo1y - -
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Date of Visit 
I 

I Date I Location I User 
-

I Value 
-

I Reason 

Mar-09-2021 04:07:25 ACV0PFEINFP6000 lb)l4il~· Que,y 2: Deleted En-oneous visit 
(UTC-05:00) Eastern ~D') (6) 

Time (US & Canada) I 
-

Mar-08-2021 14:56:16 ACV0PFEINFP6000 

~ 
Que,y 1 : Closed Response satisfies que,y 

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

} 

Mar-08-2021 11 :42:52 ACV0PFEINFP6000 (b) (4), (b) (6) Que,y 1 : Answered Entered in en-or 
(UTC-05:00) Eastern I 
Time (US & Canada) I I I 

Mar-08-2021 11 :42:30 ACV0PFEINFP6000 auto query Que,y 2: Candidate En-oneous Visit is marked, 
(UTC-05:00) Eastern (autoque,y) but date of visit is entered. 
Time (US & Canada) Please either untick the 

e!Toneous visit button if 
visit occu1Ted, or mark any 
fo,ms containing data 
within this visit as Not 
Done/Not Applicable at the 
fo,m level. 

~ 

Mar-08-202111:41:03 ACV0PFEINFP6000 auto query Que,y 1 : Opened Date of Visit is after the I 

(UTC-05:00) Eastern (autoque,y) Date of 
Time (US & Canada) Completion/Discontinuation 

/Death on the Follow-Up 
Disposition form. Please 
review and update as 

I 
appropriate. 

Mar-08-202111:41:03 ACV0PFEINFP6000 l!b!14!, (bl(6! Data EnhJ:: I Ini6a1 Enhy 
I 

(UTC-05:00) Eastern Mar/8/2021 
Time (US & Canada) 

12. Erroneous Visit 
I 

I Date I Location I User I Value I Reason 

Mar-08-2021 11 :42:30 ACV0PFEINFP6000 rn:@lJ Data Enh·):: Initial Enny 

I 
(UTC-05:00) Eastern Time Iii- ERRONEOUS VISIT 
(US & Canada) 
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Q) 
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Header Text: c4591001 

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History 

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Date of Completion/Discontinuation/Death : 
I 

I Date I Location I User I Value I Reason I 

Oct-22-2020 10:25:28 ACV0PFEINFP6000 ~4),(~ I Q""1' 1, ClMod Response satisfies 
(UTC-05:00) Eastern que1y 
Time (US & Canada) I 

I 

Oct-21-2020 22:42:40 ACV0PFEINFP6000 auto query Que1y 1 : Answered Transcription En-or 
(UTC-05:00) Eastern (autoque1y) 
Time (US & Canada) I 

I 

Oct-21-2020 22:42:40 ACV0PFEINFP6000 t~ (4), (b) (6)] Data Entrv: Transcription En-or 
(UTC-05:00) Eastern 1 Oct/15/2020 
Time (US & Canada) I J 
Oct-21-2020 12:46:54 ACV0PFEINFP6000 Balaji Prabu R Que1y 1 : Opened DM: As per CRF 

I 

(UTC-05:00) Eastern -(b)(4JJ guidelines, the 
Time (US & Canada) treatment period is 

defined as 1st 
vaccination visit 
through the I-month 
post vaccination visit 
after the 2nd 
vaccination. Please 
update date ofEOT 
to match the date the 
Visit 3(1 month) visit 
was completed . 

Oct-20-2020 09: 10:22 ACV0PFEINFP6000 ~4),(b)N Data Entrv: Initial Enny 

I 
(UTC-05:00) Eastern • Sep/15/2020 
Time (US & Canada) 

12. Phase of Disposition: 

I Date I Location I user I Value I Reason 
I 

Oct-20-2020 09: 10:22 ACV0PFEINFP6000 auto calc Data Entrv: Initial Entiy 

I 
(UTC-05:00) Eastem Time (autocalc) VACCINATION 
(US & Canada) 

3. Status: 

I Date I Location I User I Value I Reason 
I 

Oct-20-2020 09: 10:22 ACV0PFEINFP6000 ~4),(b)~ Data Entry: Initial Entiy 

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

Page 147 of 184 

***Confidential*** 



FDA-CBER-2021-5683-0971036

(j) 
I.(") 

~ 
0 
...... 
N 
0 
N 
~ 
a. 
4= ...... 
0 

C 
0 
n, 
C 

LL --n, 
C 

LL --n, 
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Header Text: c4591001 

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History 

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Date of Completion/Discontinuation/Death : 
I 

I Date I Location I User I Value I Reason 

Jan-08-2021 04:37:46 ACV0PFEINFP6000 ~) (4), (l>fl61i I Qu,cy 1, CIMO<! Response satisfies 
(UTC-05:00) Eastem Time - query 
(US & Canada) 

Jan-06-2021 16:20:12 ACV0PFEINFP6000 auto query Que1y 1 : Answered 
lupm~ 

(UTC-05:00) Eastem Time (autoque1y) 
(US & Canada) 

Jan-06-2021 16:20:12 ACV0PFEINFP6000 l~b) ('f), Data Entrv: 
1•,m~ 

(UTC-05:00) Eastem Time (of(6) Dec/21/2020 l:...:..:...l 
(US & Canada) 

Jan-06-2021 05:42:02 ACV0PFEINFP6000 1~) (4), (b) (6} Que1y 1 : Opened SAERECON: 
(UTC-05:00) Eastem Time - AER#2020516847, the 
(US & Canada) date of death was 

reported as 21Dec2020 
in Safety database but 
missing in CRF. Please 
confirm con-ect date of 
death. If safety update 
is required, please 
submit a follow-up I 

fo1m. 

I 2, Phase of Disposition: 

I Date I Location I user I Value I Reason 

Jan-06-2021 16:20:12 ACV0PFEINFP6000 auto calc Data Entrv: lupm~ 
I (UTC-05:00) Eastem Time (autocalc) FOLLOW-UP 

(US & Canada) 

3. Status: 

I Date I Location I User I Value I Reason I 

I Qu,cy 1, CIMO<! Jan-08-2021 02:45:03 ACV0PFEINFP6000 
~),~ 

Response satisfies 
(UTC-05:00) Eastem Time que1y 
(US & Canada) J 
Jan-07-202115:31:18 ACV0PFEINFP6000 auto query Que1y 1 : Answered Initial Entiy 

I (UTC-05:00) Eastem Time (autoque1y) 
(US & Canada) 
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Header Text: c4591001 

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History 

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Jan-07-202115:31:18 ACV0PFEINFP6000 
I~).~ I D•ta Ent~, Initial Entiy 

(UTC-05:00) Eastem Time 

I 
(US & Canada) 

DEATH 
I 

Jan-07-2021 03 :40:07 ACV0PFEINFP6000 1~1>) (4)71>) (6~ IQu,cyl, Op<nod DM: Please 
(UTC-05:00) Eastem Time complete this item. 
(US & Canada) Thank you. 
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.0 
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Q) 
n, 

CD 
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...... 
Q) 
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r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT-Audit Trail 

Form Version: 22-Apr-2020 21:02 Form Status: 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

lnate Location User I value Reason 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 ~b)(4, 

1 

IFonnCKat<d 
(UTC-05:00) Eastern Time (o) (6) 

j 

(US & Canada) 
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CD 
(j) 
...... 
Q) 
r-
r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT-Audit Trail 

Form Version: 22-Apr-2020 21:02 Form Status: 

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Back to Form 

I Date I Location I user I value I Reason 

Jan-19-2021 15:44:56 ACV0PFEINFP6000 ~4), (b~ Form Deleted Changed 
(UTC-05:00) Eastern Time Infonuation 
(US & Canada) I Fonn O<at,d I Jan-04-2021 10:48:46 ACV0PFEINFP6000 

I~},~ 
(UTC-05:00) Eastern Time 
(US & Canada) 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Category: 

I Date I Location I user I Value I Reason 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 auto calc Data Entrv: Initial Entiy 

I (UTC-05:00) Eastem Time (autocalc) ADVERSE EVENT 
(US & Canada) 

2.AEID: 

I Date I Location I user I Value I Reason 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 auto calc 
1~•ra Ent~, 

Initial Entiy 

I (UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

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

I -

I Date I Location I User I Value I Reason I 

Jan-15-2021 15:25:44 ACV0PFEINFP6000 

~ 
Query 1 : Closed Subjects date of birth was 

(UTC-05:00) Eastem updated to 1933 
Time (US & Canada) 

6 
I -

1•~kd 
Jan-15-2021 09:51:34 ACV0PFEINFP6000 (b} (4), (b} (6l Query 1 : Answered 
(UTC-05:00) Eastem F'7 
Time (US & Canada) 

-

Jan-11-2021 01:34:04 ACV0PFEINFP6000 1ib) (4). (b) (6l Query 1: Reissued:Opened SAE RECON 1: Form 
(UTC-05:00) Eastem - unfrozen, please update 
Time (US & Canada) I I I accordingly. 

Jan-08-2021 13 :38: 19 ACV0PFEINFP6000 liiiif Query 1 : Answered 

1~ (UTC-05:00) Eastem 
Time (US & Canada) I I I 

-
Jan-07-2021 19:43:15 ACV0PFEINFP6000 11(15 (4)~ Query 1: Reissued:Opened Clinical - please confinu if 
(UTC-05:00) Eastem (Ql (ID site needs the Demog CRF 
Time (US & Canada) 

I 

r 
I I 

unfrozen, to update biith 

I 
date there from[(~ (6)) 
1934 to b 6 1933. I 

Jan-07-2021 19:40:50 ACV0PFEINFP6000 ~·!?) (4)] Query 2: Closed Response satisfies queiy 
(UTC-05:00) Eastem l@(ID 
Time (US & Canada) I 

I I 

Jan-07-2021 15:24:04 ACV0PFEINFP6000 l6J (4), (bH6l Query 2: Answered none available at this time. 
(UTC-05:00) Eastem 
Time (US & Canada) J I I 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Jan-06-2021 16:26:01 ACV0PFEINFP6000 l6J (4), (bH61 Query 1 : Answered I DOB, ITT>fl6j]. 1933. 
(UTC-05:00) Eastern j=7 

I 
Time (US & Canada) I 

Jan-06-2021 12: 12:41 ACV0PFEINFP6000 U?I14>1 Query 2: Opened Clinical Please submit a 
(UTC-05:00) Eastern @(ID SAE safety update with the 
Time (US & Canada) results of any cultm-e 

(blood, intraoperative, 
other) supporting the 
diagnosis of sepsis 

Jan-06-2021 05:45:36 ACV0PFEINFP6000 1
~l>f(4), (b) (6} I Qn<,y 1, Opmd SAE 

(UTC-05:00) Eastern 

I ... 
RECON:AER#2020516847 

Time (US & Canada) 

I 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 ~>-~ Data Enn·y: Initial Enny 
(UTC-05:00) Eastern Septic Shock 
Time (US & Canada) 

14, Start Date Time: 
-I Date I Location I User I Value I Reason 

I Q0<,y 2, Clo.~d Feb-15-2021 12:25:37 ACV0PFEINFP6000 (b) (4), (b) (6) Response satisfies 
(UTC-05:00) Eastern j= 7 que,y 
Time (US & Canada) I 

Feb-15-2021 08:07:28 ACV0PFEINFP6000 auto query Queiy 2: Answered Transcription Ell'or 
(UTC-05:00) Eastern (autoque,y) 
Time (US & Canada) I 

Feb-15-2021 08:07:28 ACV0PFEINFP6000 

~ 
Data Entry: Transcription Ell'or 

(UTC-05:00) Eastern Dec/16/2020 21:51 
Time (US & Canada) I 

Feb-15-2021 04:32:36 ACV0PFEINFP6000 1~) (.if), (b) (6} Que,y 2: Reissued:Opened SAE RECON 1: onset 
(UTC-05:00) Eastern - date was updated to 
Time (US & Canada) 16Dec2020 in Safety 

database however, 
recorded as 

I 

18Dec2020 on AE 
CRF. Please confinn 
co!l'ect onset date. 

Feb-11-2021 15:02:52 ACV0PFEINFP6000 1th),...-,. (bH6I Queiy 2: Answered Septic shock did not 
(UTC-05:00) Eastern sta,t on 16-Dec-2020 . 
Time (US & Canada) I 

Feb-11-2021 10:30:53 ACVOPFE!NFP6000 I~ Queiy 2: Reissued:Opened AE fo,m is unlocked 
(UTC-05:00) Eastern (for update of Sta,t 
Time (US & Canada) J date to 16Dec20) 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Feb-10-2021 09: 19:49 ACV0PFEINFP6000 

~ 
Queiy 2: Answered please unfreeze page 

(UTC-05:00) Eastern so site can update 
Time (US & Canada) I 

I 

Feb-10-2021 02:56:06 ACV0PFEINFP6000 ~l (4). (ofl61i Queiy 2: Opened SAERECON: 

I (UTC-05:00) Eastern - AER#2020516847 
Time (US & Canada) ,onset date was 

updated to 16Dec2020 
in Safety database 
however, recorded as 
18Dec2020 on AE 
CRF. Please confinn 
con-e.ct Onset Date. If 
safety update is 
required, please 
submit a follow-up 
SAEfonn. 

Jan-08-2021 18:56:08 ACV0PFEINFP6000 ~4),(6~ I Q0<ry I, Clo~d Response satisfies 
(UTC-05:00) Eastern que,y 
Time (US & Canada) 

Jan-08-2021 13:57:13 ACV0PFEINFP6000 auto query Que,y 1: Answered Transcription En-or 
(UTC-05:00) Eastern (autoque,y) 
Time (US & Canada) I I I 

Jan-08-2021 13:57:13 ACV0PFEINFP6000 1th) (4), (bf(6} Data Entrv: Transcription En-or 
(UTC-05:00) Eastern llliillilil Dec/18/2020 21:51 
Time (US & Canada) I 

Jan-08-2021 06:00:36 ACV0PFEINFP6000 ~l (4). (ofl6! Queiy 1: Opened SAERECON: 
(UTC-05:00) Eastern 

I ... 
AER#2020516847 

Time (US & Canada) ,onset date was 
recorded as 
18Dec2020 in Safety 
database however, 
recorded as 

I 

17Dec2020 on AE 
CRF. Please confinn 
con-ect Onset Date. If 
safety update is 
required, please 
submit a follow-up 
SAEfonn. 

Jan-07-2021 15:30:12 ACV0PFEINFP6000 1th) (4), (bf(6} Data Entrv: New Information 
(UTC-05:00) Eastern llliillilil Dec/17/2020 21:51 
Time (US & Canada) I I I 

-

I 

Jan-07-2021 15:29:15 ACV0PFEINFP6000 1(b) (4), (b) (6) Data Entry: New Information 
(UTC-05:00) Eastern F======r' Dec/17/2020 16: 11 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I Time (US & Canada) I I I II 
I 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 1th)(~). (bf(6} Data Entry: Initial Entry 

I 
(UTC-05:00) Eastern Dec/18/2020 UNK:UNK 
Time (US & Canada) 

1 s, Is the adverse event still ongoing? 
I 

I Date I Location I User I Value I Reason 

Jan-07-2021 19:41:12 ACV0PFEINFP6000 re I Qu,ry I, CloS<d Response satisfies 
(UTC-05:00) Eastern query 
Time (US & Canada) 

6 

Jan-07-2021 15:27:41 ACV0PFEINFP6000 l6J (4), (b) (61 Data Enn·y: New Infonuation 
(UTC-05:00) Eastern NO 
Time (US & Canada) 

I 

End Date Time: 

I 
I Dec/21/2020 12:08 

- -I Qu<ry I, Answ,«<I Jan-06-2021 16:26:51 ACV0PFEINFP6000 (b) (4), (b) (6l 21-Dec-2020. 
(UTC-05:00) Eastern F'7 
Time (US & Canada) I 

-

Jan-04-2021 19:59:07 ACV0PFEINFP6000 

~ 
Query 1: Opened Clinical - please 

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

I 
CRF with the date of 

6 

death 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 l6J (4), (b) (61 Data Enn·y: Initial Enny 
(UTC-05:00) Eastern NO 
Time (US & Canada) 

I 

End Date Time: 

Dec/21/2020 UNK:UNK 
I 

16. Toxicity Grade: 
I 

I Date I Location I User I Value I Reason 

Jan-12-2021 11:07:28 ACV0PFEINFP6000 t6J (4,.--(b) (61 I~••• Enu,, 
septic shock was 

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

1~••• Enu,, Jan-12-2021 11:06:26 ACV0PFEINFP6000 (b) (4), (b) (6) changed per query 
(UTC-05:00) Eastern =7 
Time (US & Canada) I I 

Jan-07-2021 19:28:35 ACV0PFEINFP6000 ~6 4, I Qu,ry I, Oo,<d Response satisfies 
(UTC-05:00) Eastern que,y 
Time (US & Canada) 

61]6) 

J ,_ 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Jan-07-2021 14:54:15 ACV0PFEINFP6000 t6J (4, (b) (6J I Qu,,y I, Answ,'"'1 5 is not an option in 
(UTC-05:00) Eastern ;:= 7 infonu 
Time (US & Canada) I I 

I 

Jan-06-2021 18:57:24 ACV0PFEINFP6000 [6)14)1 Query 1: Opened Clinical Toxicity 
(UTC-05:00) Eastern t~L<ID grade is 4; however, 
Time (US & Canada) I event is fatal. Per 

CRF completion 
guidelines for 
Toxicity grades, 
toxicity grade for 
fatal is grade 5. 

I~••• Enu,, 
I 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 
~),~ Initial Enny 

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

7. Is the adverse event serious? 

If Yt?s, NOTIFY PFIZER IMMEDIATELY. 

Fatal; Life-threatening; Inpatient hospitalir,ation or prolongation of existing hospitalir,ation; Persistent or significant 
disability/incapacity; Congenital anoma(ylbirth defect; Important medical event (i.e. may jeopardir,e subject and may require 
medicaVsurgical intervention to prevent above outcomes). 

I Date I Location I User I Value I Reason I 

Feb-02-2021 21 :43:59 ACV0PFEINFP6000 ~4), (b) (6)) I Q=y ., CIM«l Response satisfies 
(UTC-05:00) Eastern 7 que,y 
Time (US & Canada) I 

Jan-25-2021 10:40:01 ACV0PFEINFP6000 auto query Que,y 4: Answered Transcription Ell'or 
(UTC-05:00) Eastern (autoque,y) 
Time (US & Canada) I 

I 

Jan-25-2021 10:40:01 ACV0PFEINFP6000 i6n;if)J6H6)l Data Entrv: Transcription Ell'or 
(UTC-05:00) Eastern YES 
Time (US & Canada) Is this serious event associated w 

ith congenital anomaly or birth d 
efect? 

NO 

Did this serious event result in d 
eath? 

YES 

Did this serious event require or 
prolong hospitalization? 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

YES 

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

NO 

Is this serious event life threateni 
ng? 

NO 

Other medically impo,tant serio 
us event 

NO 
-

Jan-24-2021 23 :05:06 ACV0PFEINFP6000 ~4),(b~ Que,y 4: Reissued:Opened Clinical Thank you; 
(UTC-05:00) Eastern Serious criteria 
Time (US & Canada) include Hosp, Death 

and Life 
-threatening; 

I 
however, SAE 
repo,ts Hosp & 
Death. Please review, 
harmonize repo,ting, 
and update criteria in 
the appropriate 
location I 

Jan-19-2021 15:40:59 ACV0PFEINFP6000 auto query Que,y 4: Answered Transcription En-or 
(UTC-05:00) Eastern (autoque,y) 
Time (US & Canada) I I 

Jan-19-2021 15:40:59 ACV0PFEINFP6000 ~4),(b)~ Data Entrv: Transcription En-or 
(UTC-05:00) Eastern YES 
Time (US & Canada) Is this serious event associated w 

ith congenital anomaly or bi,th d 
efect? 

NO 

Did this serious event result in d 
eath? 

YES 

Did this serious event require or 
prolong hospitalization? 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

YES 

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

NO 

Is this serious event life threateni 
ng? 

YES 

Other medically impo,tant serio 
us event 

NO 
-

Jan-15-2021 15:36:33 ACV0PFEINFP6000 ~4), (b) (6)) Que,y 4: Opened Clinical Serious 
(UTC-05:00) Eastern 7 criteria include Hosp, 
Time (US & Canada) Med Important, Life 

threatening & Death; 
however, SAE 
repo,ts Hosp & 
Death. Please review, 
harmonize repo,ting, 
and update criteria in 
the appropriate 
location I 

Jan-05-2021 07:02:12 ACV0PFEINFP6000 auto query I Q""Y 2, D,I,t<d Close Auto Que,y 
(UTC-05:00) Eastern (autoque,y) 
Time (US & Canada) I I 

Jan-04-2021 10:43:19 ACV0PFEINFP6000 auto query I Q""Y 3, Cl-1 Close Auto Que,y 
(UTC-05:00) Eastern (autoque,y) 

I Time (US & Canada) I 

Jan-04-2021 10:43:19 ACV0PFEINFP6000 (b} (4), (b} (6) Data Entrv: Transcription En-or 
(UTC-05:00) Eastern =7 YES 
Time (US & Canada) Is this serious event associated w 

ith congenital anomaly or bi,th d 
efect? 

NO 

Did this serious event result in d 
eath? 

Page 158 of 184 

***Confidential*** 



FDA-CBER-2021-5683-0971047

(j) 
I.(") 

~ 
0 
...... 
N 
0 
N 
~ 
a. 
4= ...... 
0 

C 
0 
n, 
C 

LL --n, 
C 

LL --n, 
.0 
Q) 

('I') 
Q) 
n, 

CD 
(j) 
...... 
Q) 
r-
r--...... 
0 
(j) 
0 

Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

YES 

Did this serious event require or 
prolong hospitalization? 

YES 

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

NO 

Is this serious event life threateni 
ng? 

YES 

Other medically impo,tant serio 
us event 

YES 

Jan-04-2021 10:41:27 ACV0PFEINFP6000 auto query Que,y 3: Opened Is this adverse event 
(UTC-05:00) Eastern (autoque,y) serious?' is repo,ted 
Time (US & Canada) 'Yes', but at least one 

seriousness criteria is 
missing. Please 
review and update as 
appropriate. 

~ 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

7. Is tlte adverse event serious? 

If Yes, NOTIFY PFIZER IMMEDIATELY. 

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

- -

I Date I Location I Use1· I Value I Reason 

Jan-04-2021 10:41:27 ACV0PFEINFP6000 auto que,y Query 2: Candidate For AE Septic Shock: 
(UTC-05:00) Eastem Time (autoquery) Response to "Is the 
(US & Canada) adverse event 

serious?" is 'Yes' but 
"Serious Adverse 
Event Number" is 
blank. 

Jan-04-2021 10:41:27 ACV0PFEINFP6000 ,mo qu,cy I Q,~,y 1'Closod Close Auto Que,y 
(UTC-05:00) Eastem Time 
(US & Canada) 

(autoquery) 

Jan-04-2021 10:41:27 ACV0PFEINFP6000 l~bf(4), 
1~=ED••· 

Transcription En-or 
(UTC-05:00) Eastem Time (bn6) 

(US & Canada) I_.. 
Jan-04-2021 10:40:33 ACV0PFEINFP6000 auto que,y Query 1: Opened For AE Septic Shock: 
(UTC-05:00) Eastem Time (autoquery) Response to "Is the 
(US & Canada) adverse event 

serious?" is "No" but 
"What was the 
outcome of this 
adverse event?" is 
'Fatal'. 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 l~bf(4), I D•t> Enh·,o Initial Entiy 
(UTC-05:00) Eastem Time (bn6) 

L.:..:..i 
(US & Canada) 

NO 

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

I Date I Location I User I Value I Reason 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 [(b)(4), I Oat, E•"•' Initial Enny 
(UTC-05:00) Eastem Time (bj(6) 

~ 
(US & Canada) I 

NO 

, 9. Is tltis event related to study treatment: 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I Date I Location I Use1· I Value I Reason 

Jan-04-2021 10:44: 19 ACV0PFEINFP6000 l~b) ('f), Data Entrv: Transcription E!l'Or 
(UTC-05:00) Eastem Time (of(6) NOT RELATED l:...:..:...l 
(US & Canada) If Not Related to study treatment(s) 

, this event is due to: 

OTHER 

If Other; specify: 

Gallbladder Failure 
- -

Jan-04-2021 10:40:33 ACV0PFEINFP6000 l~x(b)(4). Data Entrv: Initial Entry 
(UTC-05:00) Eastem Time b) (6) NOT RELATED 
(US & Canada) lliiillll 
I 10. Latest Action Taken with Study Treatment: 

-

I Date I Location I User I Value I Reason 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 [(b)(4), 

I I~~~ ~~t;CABLE 
Initial Enny 

(UTC-05:00) Eastem Time (o) (6J 

(US & Canada) 

111. Was a Concomitant Medication given? 

I Date I Location I User I Value I Reason 
-

Jan-04-2021 10:40:33 ACV0PFEINFP6000 [Cl>)(~). 1D•t• Entty, Initial Enny 
(UTC-05:00) Eastem Time (bl (6) 

j 

(US & Canada) I 

YES 

I 12. Was a Non-Dru.g Treatment given? 

I Date I Location I User I Value I Reason 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 [(b)(4), 1D•t• Entty, Initial Enny 
(UTC-05:00) Eastem Time (bj(6) 

l:...:..:...l 
(US & Canada) I 

YES 

I 

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

I Date I Location I User I Value I Reason 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 [Cl>)(~). 1D•t• Entty, Initial Enny 
(UTC-05:00) Eastem Time (bl (6) 

j 

(US & Canada) I 

FATAL 

114. Did the adverse event cause tlte subject to be discontinued from the study? 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I Date I Location I User I Value I Reason 

Jan-04-2021 10:40:33 ACV0PFEINFP6000 [(b)(4}, I Data Entty, Initial Enny 
(UTC-05:00) Eastem Time (bj(6) 

~ 
(US & Canada) I 

YES 

115. Serious Adverse Event Number: For Pfir.er Use On(y 
-I Date I Location I User I Value I Reason 

Jan-05-2021 07:02: 12 ACV0PFEINFP6000 
1

~br(4). (b) (6! Data Entrv: Initial Entiy 
(UTC-05:00) Eastem Time - 2020516847 
(US & Canada) 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Back to Form 

I. Category: 
I 

I Date I Location I user I Value I Reason 
I 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 auto calc Data Entry: Initial Entiy 

I 
(UTC-05:00) Eastem Time (autocalc) ADVERSE EVENT 
(US & Canada) 

2.AEID: 
I 

I Date I Location I user I Value I Reason 
I 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 auto calc I ~•ta EntrI, Initial Entiy 

I 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

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

I 

I Date I Location I User I Value I Reason I 

Feb-10-2021 21 :58:26 ACV0PFEINFP6000 ti>) (4), {6) {6)1 I <l>"'Y 2, Closol removing query on 
(UTC-05:00) Eastern deleted adverse event 
Time (US & Canada) I 

-
Feb-10-2021 08:42:08 ACV0PFEINFP6000 tb} (41,(b} (6} Query 2: Reissued:Opened removing query on 
(UTC-05:00) Eastern deleted adverse event 
Time (US & Canada) I I I 

Jan-24-2021 22:58:34 ACV0PFEINFP6000 ~4),(6~ Query 2: Reissued:Candidate removing query on 
(UTC-05:00) Eastern deleted adverse event 
Time (US & Canada) I 

Jan-19-2021 15:44:13 ACV0PFEINFP6000 ~.:J),(6)~ Query 2: Answered this event will be 

I (UTC-05:00) Eastern removed as septic 
Time (US & Canada) shock is the SAE 

term that needs to be 
repo,ted and has 
been by site 

I 

Jan-15-2021 15:39:16 ACV0PFEINFP6000 ti>) (4), {6) {6)1 Query 2: Opened Clinical Please 
(UTC-05:00) Eastern submit a SAE update 
Time (US & Canada) (2020516847) with 

this 2nd SAE 
repo,ted, on a 2nd I 

SAE event tab 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Jan-14-2021 13:29:41 ACV0PFEINFP6000 Svitlana I Qn<,y I , Clos«i Closed based on 
(UTC-05:00) Eastern Tonkovyd site's response J Time (US & Canada) I tb) (4)----, 

I Qn<,y I, Answ<Kd Jan-06-2021 15:50:25 ACV0PFEINFP6000 
~),~ no other tenu 

(UTC-05:00) Eastern documented to date. 
Time (US & Canada) 

- ~ 

Jan-04-2021 16: 19:05 ACV0PFEINFP6000 Svitlana Query 1 : Opened GPD Clin: Please 
(UTC-05:00) Eastern Tonkovyd consider replacing 
Time (US & Canada) (ti) (4)---, "Gallbladder Failure" 

with a more specific 
term, e.g. acute 
cholecystitis, 
gallbladder gangrene 
or abscesses, if 
known. Thanks J 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 tb> (4), (b) csi Data Entry: Initial Enny 

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

14, Start Date Time: 

I Date I Location I User I Value I Reason I 

Jan-07-202119:31:11 ACV0PFEINFP6000 

~
I Q,~,y I, Closod Response satisfies 

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

6 
J 

I Q•~'l' ,, An,w,"'1 Jan-06-2021 15:53:06 ACV0PFEINFP6000 
~),~ data co1Tect as 

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

Jan-04-2021 17:37:02 ACV0PFEINFP6000 ~6) (4)] Query 1: Opened Clinical Sta,t date is 
(UTC-05:00) Eastern ~ 18Dec; however Sx 
Time (US & Canada) I sta,t 16Dec. In 

Vaccine study, SAE 
sta,t date is day 
event starts; not day 
it meets serious 
criteria (item 11 in 
vaccine SAE 
insu·uct). If SAE 
sta,ted nonserious, 
record start date 
when the non-serious 
event began. 

-
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 l6J (4), (b) (6Y Data Entrv: Initial Entiy 
(UTC-05:00) Eastern I Dec/18/2020 UNK:UNK I 

Time (US & Canada) 

1 s, Is the adverse event still ongoing? 
I 

I Date I Location I User I Value I Reason 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 ~6J (4. Data Entry: Initial Entiy 
(UTC-05:00) Eastern Time (ll) (6) NO j 

(US & Canada) I End Date Time: 

Dec/21/2020 UNK:UNK 

16. Toxicity Grade: 
I 

I Date I Location I User I Value I Reason I 

-

Jan-15-2021 15:20:47 ACV0PFEINFP6000 p}]~}1 

1 

I Q•<>1' Hlo~d event is grade 4 and 
(UTC-05:00) Eastern (b[(fil SAE 
Time (US & Canada) J 
Jan-15-2021 09:46:50 ACV0PFEINFP6000 

~),~ 
Que,y 1: Answered Data is correct as 

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

Jan-11-2021 13:51:26 ACV0PFEINFP6000 RTI~~ Que,y 1: Opened CLINICAL Event of 
(UTC-05:00) Eastern (QL(fil Gallbladder Failure 
Time (US & Canada) I has severity Gr 4, but 

is not a SAE. Based 
on protocol Sect 
10.3.3 Assessment of 
Intensity, Gr 4 = Life 
threatening (Life-
threatening 
consequences; urgent 
intervention 
indicated). Please 
review toxicity & 
Seriousness 

-

1~•ta .... ,, 
I 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 
~),~ Initial Entiy 

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

7. Is the adverse event serious? 

If ltis, NOTIFY PFIZER IMMEDIATELY. 
I 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Fatal; Life-threatening; Inpatient hospitalir,ation or prolongation of existing hospitalir,ation; Persistent or significant 
disability/incapacity; Congenital anoma(ylbirth defect; Important medical event (i.e. may jeopardir,e subject and may require 
medical/surgical intervention to prevent above outcomes). 

- - ~ 

I Date I Location I User I Value 
-

I Reason 

Jan-20-2021 06:32:34 ACV0PFEINFP6000 '(b) (4). (b) (6l Que,y 8: Closed Event inactivated in Info,m 
(UTC-05:00) Eastern -Time (US & Canada) I I I 

-

Jan-19-2021 15:43:42 ACV0PFEINFP6000 I~ Que,y 8: Answered this event has been updated as 
(UTC-05:00) Eastern septic shock and this will be 
Time (US & Canada) I I removed 

Jan-19-2021 05:17:51 ACV0PFEINFP6000 '(b) (4). (b) (6l Que,y 8: Opened SAERECON: 
(UTC-05:00) Eastern - AER#2020516847,the event 
Time (US & Canada) Gallbladder failure was 

removed as an SAE in Safety 
database while it was recorded 
as serious in Info,m. Please 
confinu seriousness. If safety 
update is required, please 
submit a follow up fo,m I 

Jan-18-2021 05:43:38 ACV0PFEINFP6000 
1

~br(4), (b) (6! Que,y 7: Deleted Query can be addressed 
(UTC-05:00) Eastern 

I ... 
internally 

Time (US & Canada) 

Jan-15-2021 15:24:08 ACV0PFEINFP6000 

~' 

Que,y 5: Closed this fatal event is now serious 
(UTC-05:00) Eastern 
Time (US & Canada) I I -

Jan-15-2021 09:45:45 ACV0PFEINFP6000 auto que,y Que,y 7: Candidate For AE Gallbladder Faihu·e: 
(UTC-05:00) Eastern (autoquery) Response to "Is the adverse 
Time (US & Canada) event serious?" is 'Yes' but 

"Serious Adverse Event 
Number" is blank. 

- -

Jan-15-2021 09:45:45 ACV0PFEINFP6000 auto que,y Que,y 5: Answered Answer Auto Query 
(UTC-05:00) Eastern (autoquery) 
Time (US & Canada) I I 

Jan-15-2021 09:45:45 ACV0PFEINFP6000 tb} (4), (b} (6} Data Enh)'.: per query 
(UTC-05:00) Eastern llllililil YES 
Time (US & Canada) Is this serious event assoc 

iated with congenital ano 
maly or birth defect? 

NO 
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Header Text: c4591001 

Visit: Logs - Unscheduled 

Form Version: 22-Apr-2020 21:02 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

Form Status: Data Complete, Deleted, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Jan-11-2021 13:44:46 
(UTC-05:00) Eastern 
Time (US & Canada) 

ACV0PFEINFP6000 

I 

I 

I 

~' 

Did this serious event res 
ult in death? 

YES 

Did this serious event req 
uire or prolong hospitaliz 
ation? 

YES 

Did this serious event res 
ult in persistent or signific 
ant disability/incapacity? 

NO 

Is this serious event life th 
reatening? 

YES 

Other medically impo,tan 
t serious event 

YES 

Que,y 2: Closed 

I 

Response satisfies queiy 

I 

~----------------- ~----------~-----------
Jan-11-2021 03:12:07 
(UTC-05:00) Eastern 
Time (US & Canada) 

Jan-11-2021 01:37:49 
(UTC-05:00) Eastern 
Time (US & Canada) 

Jan-11-2021 01:37:20 
(UTC-05:00) Eastern 
Time (US & Canada) 

***Confidential*** 

ACV0PFEINFP6000 :(1:,)_(4).J 
(~(~] r ·~-1 

ACV0PFEINFP6000 '(b) (4). (bl (6l -I 
ACV0PFEINFP6000 auto que,y 

(autoquery) 
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Que,y 5: Reissued:Opened 

Que,y 4: Closed 

I 

Que,y 6: Deleted 

DM: Per CRF, response to 'Is 
the adverse event serious?' is 
No however response to 'What 
was the outcome of this 
adverse event?' is marked as 
FATAL. Kindly review if AE 
'Gallbladder Failure' is not 
serious. If correct then update 
outcome. Else clarify. 

seriousness downgraded to non 
senous 

Close Auto Queiy 

I 

I 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Jan-08-2021 13:56:02 ACV0PFEINFP6000 t6J (4), (b) (6I Que,y 5: Answered 1·~~ (UTC-05:00) Eastern 

I Time (US & Canada) I I 

-

Jan-08-2021 13:55:31 ACV0PFEINFP6000 auto que,y Que,y 6: Candidate For AE Gallbladder Faihu·e: 
(UTC-05:00) Eastern (autoquery) Response to "Is the adverse 
Time (US & Canada) event serious?" is 'No' but 

"Serious Adverse Event 
Number" is present. 

Jan-08-2021 13:55:31 ACV0PFEINFP6000 auto que,y Que,y 5: Opened For AE Gallbladder Faihu·e: 

I (UTC-05:00) Eastern (autoquery) Response to "Is the adverse 
Time (US & Canada) event serious?" is ''No" but 

"What was the outcome of this 
I adverse event?" is 'Fatal'. 

-

Jan-08-2021 13:55:31 ACV0PFEINFP6000 auto que,y Que,y 4: Answered changed per que,y 
(UTC-05:00) Eastern (autoquery) 
Time (US & Canada) I I 

-
Jan-08-2021 13:55:31 ACV0PFEINFP6000 auto que,y Que,y 2: Answered changed per queiy 
(UTC-05:00) Eastern (autoquery) 
Time (US & Canada) 

Jan-08-2021 13:55:31 ACV0PFEINFP6000 
~),~ 

Data Enh)'.: changed per queiy 
(UTC-05:00) Eastern NO 
Time (US & Canada) 

Jan-08-2021 04:51:19 ACV0PFEINFP6000 '(br(4), (b) (6~ Que,y 4: Opened SAE 
(UTC-05:00) Eastern - RECON:AER#2020516847,the 
Time (US & Canada) event Gallbladder faihu·e was 

removed as an SAE in Safety 
database retaining septic shock 
as an SAE.Please confinn if 
gallbladder failure meets 
seriousness criteria. If so, this 
should be recorded 
accordingly. I 

Jan-07-2021 19:39:44 ACV0PFEINFP6000 1

~4),(b~ Que,y 3: Closed Clinical Thank you; however 
(UTC-05:00) Eastern most recent SAE (28Dec) has 
Time (US & Canada) only septic shock as a SAE; 

there is no Gall bladder SAE 
(& so, no SAE criteria). Please 
hannonize this SAE by either 
re-repo,ting it as a SAE event 
to SAE, or remove serious on 
AECRF 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Jan-07-2021 19:34:01 ACV0PFEINFP6000 rnrc~>-:-:-c6rn,)1 Que,y 2: Reissued:Opened Clinical - Thank you. IfNO 
(UTC-05:00) Eastern hospital COVID test is 
Time (US & Canada) supported by hospital records, 

please submit this infonuation 

I 

on a follow-up SAE fonu, as 
pertinent information for this 
trial. 

-

1•~~d 
Jan-06-2021 16: 17:43 ACV0PFEINFP6000 

F).~ 
Que,y 3: Answered 

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

- -

Jan-06-2021 16: 14:41 ACV0PFEINFP6000 tb) (4), (b) (6} Que,y 2: Answered no documentation of covid 
(UTC-05:00) Eastern llllililil testing. 
Time (US & Canada) I 

I 

Jan-06-202115:31:59 ACV0PFEINFP6000 I~ Que,y 3: Opened CLINICAL Event serious 
(UTC-05:00) Eastern criteria includes death; 
Time (US & Canada) however, SAE repo,t states 

that the event Septic Shock 
was the cause of death. Please 
review, hanuonize reporting 
and update in the appropriate 
location. 

- ~ 

Jan-05-2021 07:01:57 ACV0PFEINFP6000 auto que,y Que,y 1: Deleted Close Auto Que,y 
(UTC-05:00) Eastern (autoquery) 
Time (US & Canada) I I 

-

Jan-04-2021 17:37:43 ACV0PFEINFP6000 I~ Que,y 2: Opened Clinical COVID test status 
(UTC-05:00) Eastern (yes/no) during Hosp was not 
Time (US & Canada) reported in the SAE. Please 

submit a follow-up SAE fo,m 
[#2020516847) to document if 
COVID testing was pe1fo1med 
(YES/NO or info not available) 
and if yes, the date and results. 

-

Jan-04-2021 10:48:46 ACV0PFEINFP6000 auto que,y Que,y 1 : Candidate For AE Gallbladder Faihu·e: 
(UTC-05:00) Eastern (autoquery) Response to "Is the adverse 
Time (US & Canada) event serious?" is 'Yes' but 

"Serious Adverse Event 
I Number" is blank. 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 
F).~ 

Data Enh)'.: Initial Entiy 
(UTC-05:00) Eastern YES 
Time (US & Canada) Is this serious event assoc 

iated with congenital ano 

I 
maly or bi,th defect? 
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Header Text: c4591001 

Visit: Logs - Unscheduled 

Form Version: 22-Apr-2020 21:02 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

Form Status: Data Complete, Deleted, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

I 

I 

I 

8. Is this adverse event tlte result of a. study 1'\,ledication Error? 

NO 

Did this serious event res 
ult in death? 

YES 

Did this serious event req 
uire or prolong hospitaliz 
ation? 

YES 

Did this serious event res 
ult in persistent or signific 
ant disability/incapacity? 

NO 

Is this serious event life th 
reatening? 

YES 

Other medically impo,tan 
t serious event 

YES 

I 

If Yt?s, record the type of medication error on the Medication Error Log. 

I Date I Location I Use1· 

Jan-08-2021 04:43: 15 ACV0PFEINFP6000 (15) (4), 
(UTC-05:00) Eastem Time (b)(6) 
(US & Canada) I 

Jan-07-2021 15:33:05 ACV0PFEINFP6000 auto queiy 
(UTC-05:00) Eastem Time (autoque,y) 
(US & Canada) 
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I Q0<,y I, Clo~d 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Back to Form 

8. Is tltis adverse event the result of a study Medication Error? 
If Yes, record the type of medication error on the 1'1:edication Error Log. 

I Date I Location I User I Value I Reason 

Jan-07-2021 15:33:05 ACV0PFEINFP6000 l6J (4), (bH6l I D,la Ent.,, Transcription E!Tor 
(UTC-05:00) Eastern j=7 
Time (US & Canada) 

NO 

Jan-07-2021 07:21:19 ACV0PFEINFP6000 l6J (4), Query 1: Opened DM: Response to 'Is 
(UTC-05:00) Eastern 1;.. this AE the result of 
Time (US & Canada) Med EiTor?' is YES, 

however no 
Medication EiTor 
with co1Tesponding 
AE is recorded under 
Medication E1Tor 
page. Kindly review 
and update as 
appropriate, else 
clarify. 

I D,la Ent.,, Jan-06-2021 16: 15:33 ACV0PFEINFP6000 ~>-~ Transcription E!Tor 
(UTC-05:00) Eastern 
Time (US & Canada) 

YES 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 l6J (4), (bH6l I D,la Ent.,, Initial Entiy 
(UTC-05:00) Eastern 
Time (US & Canada) 

NO 

, 9. Is tltis event related to study treatment: 
- - -

I Date I Location I user 
-

I Value I Reason 

I Qoo,y 2, Clo~d Jan-15-202115:21:17 ACV0PFEINFP6000 (b) (4),J Response satisfies 
(UTC-05:00) Eastern ~ que,y 
Time (US & Canada) I 

Jan-15-2021 09:47:34 ACV0PFEINFP6000 ib) (4), (b) (6l Que,y 2: Answered has been addressed 
(UTC-05:00) Eastern I 
Time (US & Canada) I I I 

-
Jan-11-2021 13:47:34 ACV0PFEINFP6000 (b) (4~p• Que,y 2: Opened CLINICAL Other 
(UTC-05:00) Eastern l>f(S cause for event of GB 
Time (US & Canada) failure is stated to be 

septic shock; 
however per SAE 
(#2020516847) 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

subject had 
abdominal symptoms 
from 16Dec20, prior 
to shock. Please 
review Other cause 
and update as 
appropriate. 

- -
Jan-08-2021 22:34: 19 ACV0PFEINFP6000 (b) (4~p• Que,y 1 : Closed Confomed by 
(UTC-05:00) Eastern l>f(S Efficacy team that 
Time (US & Canada) I COVID illness Visit 

I not requit·ed 

Jan-06-2021 16: 16:58 ACV0PFEINFP6000 auto que,y Que,y 1 : Answered Changed Infonuation 
(UTC-05:00) Eastern (autoqueiy) 
Time (US & Canada) I 

Jan-06-2021 16: 16:58 ACV0PFEINFP6000 ib) (4), (b) (6l Data Entry: Changed Infonuation 
(UTC-05:00) Eastern I NOT RELATED 
Time (US & Canada) If Not Related to study treatment 

(s), this event is due to: 

OTHER 

If Other, specify: 

Septic shock 
-

Jan-04-2021 17:39:27 ACV0PFEINFP6000 

l

ab)(4) Que,y 1 : Opened Clmical - Subject 
(UTC-05:00) Eastern 6 presented with 
Time (US & Canada) Vomiting and nausea; 

please complete 
COVID illness visit 
CRFs 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 ioH4), Cb) (6l Data Entry: Initial Entry 
(UTC-05:00) Eastern I NOT RELATED 
Time (US & Canada) If Not Related to study treatment 

(s), this event is due to: 

OTHER 

If Other, specify: 

Gallbladder failure 

I 10. Latest Action Taken with Study Treatment: 

I Date I Location I User 
-
I Value I Reason 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 [(b)(4}, Data Entry: Initial Enny 
(UTC-05:00) Eastem Time (bj(6) NOT APPLICABLE ~ 
(US & Canada) I 

- J 

111. Was a Concomitant Medication given? 

I Date I Location I User I Value I Reason 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 [Cl>}(~). I D,t. Euttv, Initial Enny 
(UTC-05:00) Eastem Time (bl (6) 

j 

(US & Canada) I 

YES 

I 12. Was a Non-Dru.g Treatment given? 

I Date I Location I User I Value I Reason 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 [(b)(4}, ID,t, Eutty, Initial Enny 
(UTC-05:00) Eastem Time (bj(6) 

~ 
(US & Canada) I 

YES 

113. What was the outcome of this adverse event?: 
-I Date I Location I User I Value I Reason 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 

I
;;. I D,t, Euttv, Initial Enny 

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

FATAL 

114. Did the adverse event cause tlte subject to be discontinued from the study? 
-

I Date I Location I User I Value I Reason 

I Qu,,y I, Closod Jan-08-2021 01 :23:59 ACV0PFEINFP6000 ~).(~ Response satisfies 
(UTC-05:00) Eastem queiy 
Time (US & Canada) 

Jan-07-2021 15:34:07 ACV0PFEINFP6000 auto que,y I Qu,,y I, An=<«' Answer Auto Queiy 
(UTC-05:00) Eastem (autoqueiy) 
Time (US & Canada) 

Jan-07-2021 15:34:07 ACV0PFEINFP6000 tb> (4), Cb} csi I Dat, Eutty, Changed Info,mation 
(UTC-05:00) Eastem I 
Time (US & Canada) 

NO 

Jan-06-2021 23:59:15 ACV0PFEINFP6000 ~b)(4~:~• Queiy 1: Reissued:Opened DM: Only one 1 AE 
(UTC-05:00) Eastem (b)(6) should cause = Time (US & Canada) I discontinuation from 

I study. Please review 
and update response 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

*** THIS REPEATING FOR1"1 HAS BEEN DELETED *** 

I I I I I 
for appropriate AE; 
else clarify. 

Jan-04-2021 10:50:31 ACV0PFEINFP6000 ~),~ I Qu,ry I, Answ««I Gallbladder failure 
(UTC-05:00) Eastern caused the septic 
Time (US & Canada) shock same event. 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 auto que,y Query 1: Opened More than 1 AE for 
(UTC-05:00) Eastern (autoquery) this patient has "Did 
Time (US & Canada) the adverse event 

cause the subject to 
be discontinued from 
the study?" marked 
as 'Yes'. 

Jan-04-2021 10:48:46 ACV0PFEINFP6000 tb> (4), (b) csi I Dat, Euuy, Initial Entiy 
(UTC-05:00) Eastern I 
Time (US & Canada) 

YES 

115. Serious Adverse Event Number: For Pfir.er Use On(y 

I Date I Location I user I Value I Reason 

Jan-11-2021 01:37:20 ACV0PFEINFP6000 :>! f~ •> •1

1 

I D,to Euuy, downgraded to No 
(UTC-05:00) Eastern Time 
(US & Canada) I 

-

Jan-05-2021 07:01:57 ACV0PFEINFP6000 ~6} (4), (D) (6} Data Entry: Initial Entry 
(UTC-05:00) Eastern Time ] 2020516847 
(US & Canada) I 
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Header Text: c4591001 

Visit: Potential Re Vax Initial Contact -
Unscheduled 

Form Version: 22-Apr-2020 21:02 

Site No: 1097 

Subject No: 10971023 

Generated By:C{b) (4f] 

Back to Form 

I I. Date of Visit 

I Date I Location 

Feb-24-2021 ACV0PFEINFP6000 
06:34:13 
(UTC-05:00) 
Eastem Time 
(US& 
Canada) I 

Feb-23-2021 ACV0PFEINFP6000 
07:44:35 
(UTC-05:00) 
Eastem Time 
(US& 
Canada) I 

Feb-23-2021 ACV0PFEINFP6000 
07:33:59 
(UTC-05:00) 
Eastem Time 
(US& 
Canada) 

Feb-17-2021 ACV0PFEINFP6000 
15:52:53 
(UTC-05:00) 
Eastem Time 
(US& 
Canada) 

Feb-17-2021 ACV0PFEINFP6000 
14:56:11 
(UTC-05:00) 
Eastem Time 
(US& 
Canada) 

Feb-17-2021 ACV0PFEINFP6000 
10:42:24 
(UTC-05:00) 
Eastem Time 

***Confidential*** 

Form: DATE OF VISIT - eCRF Audit Trail Histo1y 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39 

I user I Value I Reason 

JWf~· Que,y Response satisfies queiy 

~} (Q) 3: Clo 

I sed 

I 

-

{6) (4), (b)~ Que,y Changed data per queiy 
3: Ans 
wered 

I 

1{b) (4), (b) (6) Que,y DM: As visit is initiated in 

I 3: Op en-or, please consider 
ened adding fonu level comment 

"Not applicable" in all 
fo,ms. Thank you. 

I 

auto que,y Que,y En-oneous Visit is marked, 
(autoque,y) 3: Can but date of visit is entered. 

didate Please either untick the 
en-oneous visit butt.on if 
visit occun-ed, or mark any 
fo,ms containing data 
within this visit as Not 
Done/Not Applicable at the 
fo,m level. 

~b) (4), Que,y Please tick the e,rnneous 
(6) (6)=-----, 3: Rei visit button if visit has been 

I ssued: entered by en-or,and mark 

I Opene any f01ms containing data 
d within this visit as Not 

Done/Not Applicable at the 
fo,m level. 

-

~4),(b)~ Que,y we do not have the option to 
3: Ans mark this as not done for 
wered the date or do we have the 

ability to erase the date as 
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Header Text: c4591001 

Visit: Potential Re Vax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail Histo1y 
Unscheduled 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

(US& the system then will not let 
Canada) us proceed until a date is 

entered I 

Feb-17-2021 ACV0PFEINFP6000 ~b){4~L....,• Que,y En-oneous Visit is marked, 
09:53:17 (l.r) (6) 3: Op but date of visit is entered. 
(UTC-05:00) I ened Please either untick the 
Eastem Time I e1Toneous visit button if 
(US& visit occu1Ted, or mark any 
Canada) fo,ms containing data 

within this visit as Not 
Done/Not Applicable at the 
fo,m level. 

Feb-15-2021 ACV0PFEINFP6000 

I~ 
Que,y Response satisfies queiy 

09:39:26 1: Clo 
(UTC-05:00) sed 
Eastem Time 
(US& 

I ..--. 
Canada) I I-

~ 
(9 Feb-15-2021 ACV0PFEINFP6000 ~b){4~L....,• Que,y Response satisfies que,y -- 09:39:16 (l.r) (6) 2: Clo (j) 
I.(") (UTC-05:00) I sed 
~ Eastem Time I 0 

I ...... (US& 
N Canada) I 
0 - -

N 
I Feb-15-2021 ACV0PFEINFP6000 (W4),(6)~ Que,y Changed data per queiy I... 
a. 

<( 08:06: 19 1: Ans 
I (UTC-05:00) wered ...... 

0 Eastem Time 
C (US& 

I 0 Canada) 
n, 
C Feb-15-2021 ACV0PFEINFP6000 ~),(6)~ Que,y Changed data per queiy 

LL -- 08:06:08 2: Ans 
n, 

(UTC-05:00) wered C 
LL Eastem Time -- (US& 

I 

n, 
.0 

Canada) I Q) 
('I') 
Q) 

Feb-15-2021 ACV0PFEINFP6000 auto que,y Que,y En-oneous Visit is marked, n, 
CD 08:04:11 (autoque1y) 3: Can but date of visit is entered. (j) 
...... (UTC-05:00) didate Please either untick the 
Q) 
r-- Eastem Time e1Toneous visit button if 
r-- (US& visit occu1Ted, or mark any ...... 
0 Canada) fo,ms containing data 
(j) 
0 within this visit as Not 

Done/Not Applicable at the 
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Header Text: c4591001 

Visit: Potential Re Vax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail Histo1y 
Unscheduled 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

I I I I I fo,m level. 
_J 

Feb-12-2021 ACV0PFEINFP6000.InFormAdapter.Discrepancy DMWQUERY Que,y DMW7247590;'Date of 
I 

15:58:21 [6r'4> I 2: Op Visit' is after 'Date of 
(UTC-05:00) ened Completion/Discontinuation 
Eastem Time /Death' on the Disposition -
(US& Follow-up eCRF. Please 
Canada) I clarify or con-ect. I 
Feb-12-2021 ACV0PFEINFP6000 

I~ 

Que,y Please tick the e1l'Oneous 
13:25:29 1: Rei visit button if visit has been 
(UTC-05:00) 

J 
ssued: entered by e!1'or,and mark 

Eastem Time Opene any fo,ms containing data 
(US& d within this visit as Not 
Canada) Done/Not Applicable at the 

fo,m level. 
~ 

Feb-12-2021 ACV0PFEINFP6000 ib) (4), (b) (6l Que,y This is not this subject' 
10:06:01 =7 1: Ans information, system won't 
(UTC-05:00) wered let you remove dates, needs 
Eastem Time to be deleted. 
(US& 

J Canada) I 

-

Feb-12-2021 ACV0PFEINFP6000 auto que,y Que,y Date of Visit is after the I 

10:00:53 (autoque,y) 1: Op Date of 
(UTC-05:00) ened Completion/Discontinuation 
Eastem Time /Death on the Follow-Up 
(US& Disposition form. Please 
Canada) review and update as 

I 
appropriate . 

-

Feb-12-2021 ACV0PFEINFP6000 
~).~ 

Data Initial Entiy 
10:00:53 Enti·y 
(UTC-05:00) -
Eastem Time Feb/3/ 
(US& 2021 
Canada) 

I 2, Erroneous Visit 
-I Date I Location I User I Value I Reason 

Feb-17-2021 15:52:53 ACV0PFEINFP6000 ~4),(6>N Data Entrv: Initial Enny 
(UTC-05:00) Eastem • ERRONEOUS VISIT 
Time (US & Canada) I I 

Feb-17-2021 10:42:45 ACVOPFEINFP6000 l~I D•ra Ent~, Transcription En-or 
(UTC-05:00) Eastem 
Time (US & Canada) 
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Header Text: c4591001 

Visit: Potential Re Vax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail Histo1y 
Unscheduled 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Feb-15-2021 08:04: 11 ACV0PFEINFP6000 ~4),(b)~ Data Entrv: Initial Enny 
(UTC-05:00) Eastern ERRONEOUS VISIT I 

Time (US & Canada) 
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Header Text: c4591001 

Visit: Potential Re Vax Initial Contact -
Unscheduled 

Form Version: 10-Dec,-2020 02:25 

Site No: 1097 

Subject No: 10971023 

Generated By: 

Back to Form 

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail 
History 

Form Status: Data Complete, Frozen 

Site Name: (1097) Main Street Physician's Care - Waterway 

Subject Initials: --

Generated Time (GMT): 29-Mar-2021 10:39 

I. Sel.ect appropriate response - Is pa.rticipa.nt willing to return for Vaccination 3? 

I Date 

Feb-15-2021 08:05:06 
(UTC-05:00) Eastern 
Time (US & Canada) 

Feb-15-2021 08:04:53 
(UTC-05:00) Eastern 
Time (US & Canada) 

Feb-15-2021 08:04:53 
(UTC-05:00) Eastern 
Time (US & Canada) 

Feb-15-2021 00:53:58 
(UTC-05:00) Eastern 
Time (US & Canada) 

Feb-12-202110:01:13 
(UTC-05:00) Eastern 
Time (US & Canada) 

Feb-12-202110:01:13 
(UTC-05:00) Eastern 
Time (US & Canada) 

***Confidential*** 

I Location 

ACV0PFEINFP6000 

ACV0PFEINFP6000 

ACV0PFEINFP6000 

I 

ACV0PFEINFP6000 

ACV0PFEINFP6000 

I User I Value I Reason 
:-----_;;;;;;====;;;;..._,-- _____ _ 

auto query 
(autoquery) 

Data Entrv: Initial Entiy 
Not Done 

I Q0<ry I, Clo~d Close Auto Query 

...------1 D•t> Ent<" 

;.....-------'====-

Transcription Error 

auto query 
(autoque,y) 

Que,y 1: Opened 

Queiy 1: Candidate 

The response 
indicates participant 
was unblinded, 
however the 
TREATMENT 
UNBLINDED date is 
missing in the DISP 
visit. Please complete 
this date. 

The response 
indicates participant 
was unblinded, 
however the 
TREATMENT 
UNBLINDED date is 
missing in the DISP 
visit. Please complete 
this date. 

Data Entry· Initial Entiy 
Pa,ticipant is willing to return for 
Vaccination 3 

Participant is: 

eligible and NOT confirmed to 
have received only placebo at 
Vaccination 1/2 
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Header Text: c4591001 

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED - eCRF Audit Trail History 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I. Date of Collection I Notification of Death: 
I 

I Date I Location I user I Value I Reason 

Jan-07-2021 02:00: 16 ACV0PFEINFP6000 t6H-r)--;--(b) (61 Que1y 1 : Closed Response satisfies que1y 
(UTC-05:00) Eastern 
Time (US & Canada) 

-

Jan-06-2021 16:23:31 ACV0PFEINFP6000 ~(4},~ Que1y 1 : Answered Subject died 
(UTC-05:00) Eastern on21-Dec-2020, Site 
Time (US & Canada) notified on 28-Dec-2020 

Jan-06-2021 16:20:12 ACV0PFEINFP6000 auto que1y Que1y 1 : Opened Date of Collection / 

I (UTC-05:00) Eastern (autoquery) Notification of Death is 
Time (US & Canada) gi·eater than the Date of 

Completion/Discontinuation 
/Death on the Disposition 
fo1m 21/Dec/2020. Please 
review and update as 
appropriate 

I 

Dec-28-2020 12:50:49 ACV0PFEINFP6000 ~1:5) {4) ID•<• E,.,.. ti6a1En1cy 
I 

(UTC-05:00) Eastern ~bJ(6] .• D"'28/2020 
Time (US & Canada) 

-

2.a 
I 

I Date I Location I User I Value I Reason 

Jan-06-2021 16:22:23 ACV0PFEINFP6000 lt>} (4), <6J C6Y llata Eut1:):'.· update 
(UTC-05:00) Eastern Time Cause ofDeat PRIMARY CAUSE 
(US & Canada) h Status: OF DEATH 

Cause of Deat Septic shock 
h: 

Dec-28-2020 12:51:34 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 
(UTC-05:00) Eastern Time ~o)l6n Cause ofDeat PRIMARY CAUSE 
(US & Canada) h Status: OF DEATH 

Cause of Deat Gallbladder Rupture 
h: 

I 2,a. Cause of Death Status: 
-I Date I Location I User I Value I Reason 

Dec-28-2020 12:51:34 ACV0PFEINFP6000 

~ 
Data Entrv: Initial Enny 

I 
(UTC-05:00) Eastern Time ) PRIMARY CAUSE OF DEATH 
(US & Canada) 
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Header Text: c4591001 

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED - eCRF Audit Trail History 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

I 2,a Cause of Dea tit: 

I Date I Location I User I Value I Reason 

Jan-06-2021 16:22:23 ACV0PFEINFP6000 lt>) (4), <6J csy Data Entrv: 
1 .. ~~ (UTC-05:00) Eastem Time I Septic shock 

(US & Canada) 
-

Dec-28-2020 12:51:34 ACV0PFEINFP6000 ~ Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time pn(6~ Gallbladder Rupture 
(US & Canada) 

-
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Header Text: c4591001 

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail Histo1y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Subject Status 
I 

I Date I Location I User I Value I Reason _J 
Jan-07-202115:31:18 ACV0PFEINFP6000 auto calc 1~~~~~UED Initial Enny 
(UTC-05:00) Eastem Time (autocalc) 
(US & Canada) 

-

Oct-20-2020 09: 10:22 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time (autocalc) FOLLOW-UP 
(US & Canada) 

Aug-25-2020 12: 11 :27 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 
(UTC-05:00) Eastem Time (autocalc) ENROLLED/RANDOMIZED 
(US & Canada) 

Aug-25-2020 12:06:26 ACV0PFEINFP6000 auto calc Data Entrv: Initial Enny 

I (UTC-05:00) Eastem Time (autocalc) SCREENED 
(US & Canada) 

I 2, Subject Status Date 
-

I Date I Location I user I Value I Reason 

Jan-07-202115:31:18 ACV0PFEINFP6000 auto calc Data Entry: Initial Enny 
(UTC-05:00) Eastern (autocalc) Dec/21/2020 
Time (US & Canada) I 

Jan-06-2021 16:20:12 ACV0PFEINFP6000 auto calc Data Entry: 
1•~k (UTC-05:00) Eastern (autocalc) Oct/15/2020 

Time (US & Canada) 

Jan-05-2021 07:02:51 ACV0PFEINFP6000 :>! f~ •> •1

1 

I Qu,,y 2, aosol Response satisfies query 
(UTC-05:00) Eastern 
Time (US & Canada) I 

I I 

Jan-05-2021 07:02:38 ACV0PFEINFP6000 :>! f ~ •> •1

1 

I Qu,,y I, Oosol Response satisfies query 
(UTC-05:00) Eastern 
Time (US & Canada) I 

I I 

Jan-04-2021 10:51:40 ACV0PFEINFP6000 

~
' Query 1: Answered gallbladder failure caused 

(UTC-05:00) Eastern ) septic shock. 
Time (US & Canada) I I 

I 

Jan-04-2021 10:44:50 ACV0PFEINFP6000 ~ Query 2: Answered 
1•~kd 

(UTC-05:00) Eastern Kb) (6) 
j 

Time (US & Canada) I I 

Jan-02-2021 05:37:34 ACV0PFEINFP6000 [b) (4), (b) (6} I Query 2: Opened SAE 
(UTC-05:00) Eastern CJ RECON:AER#2020516847 
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Header Text: c4591001 

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail Hist:01y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: ---

Generated By:C{b) (4f] Generated Time (GMT): 29-Mar-2021 10:39 

Time (US & Canada) ~b} {4) I Septic Shock(onset 

I 
date: 18Dec2020)was 
reported as serious in 
Safety database but missing 
in AE CRF. Please confinu 
and update CRF. If safety 
update is required, submit a 
follow-up SAE Fonu. 

Jan-02-2021 05:37: 11 ACV0PFEINFP6000 [b) (4), (b) (6} Query 1: Opened SAE 
(UTC-05:00) Eastern CJ RECON:AER#2020516847 
Time (US & Canada) I Gallbladder Failure(onset 

date: 18Dec2020)was 
reported as serious in 
Safety database but missing 
in AE CRF. Please confinu 
and update CRF. If safety 
update is required, submit a 
follow-up SAE Fonu. 

Oct-21-2020 22:42:40 ACV0PFEINFP6000 auto calc Data Entry: Transcription E1Tor 
(UTC-05:00) Eastern (autocalc) Oct/15/2020 
Time (US & Canada) I 

Oct-20-2020 09: 10:22 ACV0PFEINFP6000 auto calc Data Entry: Initial Entiy 
(UTC-05:00) Eastern (autocalc) Sep/15/2020 
Time (US & Canada) I 

Aug-25-2020 12: 11 :27 ACV0PFEINFP6000 auto calc Data Entry· Initial Entiy 
(UTC-05:00) Eastern (autocalc) Aug/24/2020 
Time (US & Canada) I 

Aug-25-2020 12:06:26 ACV0PFEINFP6000 auto calc Data Entry: Initial Entiy 

I (UTC-05:00) Eastern (autocalc) Aug/24/2020 
Time (US & Canada) 
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Header Text: c4591001 

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail Histo,y 

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

Site No: 1097 Site Name: (1097) Main Street Physician's Care - Waterway 

Subject No: 10971023 Subject Initials: --

Generated By:C{b) (4JJ Generated Time (GMT): 29-Mar-2021 10:39 

Back to Form 

I I. Casebook Signature 
I 

I Date I Location I User I Value I Reason _J 
Oct-21-2020 22:31:33 ACV0PFEINFP6000 ~4),(b)~ Data Entry· Initial Enny 

I (UTC-05:00) Eastern Click Here to Enable 
Time (US & Canada) 

I -
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