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The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.
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Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF













26.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Click here to navigate to discrepancy details for this CRF







44.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







46.LINKS

Links to Discrepancy and Audit Sections
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Audit History Report

This section lists audited data that meets the parameters set when the report was run. It may not include all of the audited
data in a particular CRF. Refer to the documentation for a complete description of the parameters that can affect this report.
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R262242313

Page_10

P3880_0342

R4076 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Age subject
began smoking
(1)
1

13

18-JAN-2010 14:48:55

Kim Freschly

Data Entry Error

1
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CRF
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Changed To
Impact on
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On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 11:22:52 70Page
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R4076 Ip, Week 6
17

CRF Header

DCI Blank Flag

1
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Y
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Y
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R4076 Ip, Week 6
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DCI Blank Flag

1

N

Y
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R4076 Ip, Week 8
21

CRF Header
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1
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N
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Page_31

P3880_0342

R4076 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

140

UNK

12-MAR-2010 08:47:46

Kim Freschly

Data Entry Error
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39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Frequency

Frequency

Preferred Term

Preferred Term
Code

other, specify
(frequency)

other, specify
(frequency)

1

1

1

1

1

1

1

1

1

1

1

1

1

1

OTHER

DAILY

N

NERVOUS SYSTEM, N

N07

OTHER NERVOUS SYSTEM
DRUGS, N07

N07B

DRUGS USED IN ADDICTIVE
DISORDERS, N07B

N07BA

DRUGS USED IN NICOTINE
DEPENDENCE, N07BA

OTHER

EVERY DAY

NICOTINE

01033301001

DAILY

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

12-MAR-2010 08:52:48

13-APR-2010 10:28:20

26-APR-2010 10:36:00

26-APR-2010 10:36:00

12-MAR-2010 08:52:48

13-APR-2010 10:28:20

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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Carol Kraucyk

Carol Kraucyk

Kim Freschly
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Carol Kraucyk

Carol Kraucyk

Kim Freschly

Lana Glaser

Class. Change
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Class. Change
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Class. Change
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Data Entry Error
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Class. Change
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Data Entry Error
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R4076 Additional Ecg
41

Eg Page number 41 Additional Ecg

EG

Date

1

22-JUN-2009

29-JUN-2009

06-AUG-2009 16:17:21

Kim Freschly
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R4076 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Clinically
Significant
(additional) (2)

Comments

Date

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Name CS
Labs only

Were any
additional
Laboratory
evaluatio

1

1

1

1

1

1

1

NO

NO

18-AUG-2009

NA

YES

23-MAR-2010 10:46:07

23-MAR-2010 10:46:07

23-MAR-2010 10:46:07

23-MAR-2010 10:46:07

23-MAR-2010 10:46:07

23-MAR-2010 10:46:07

23-MAR-2010 10:46:07

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly
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Row Inserted

Row Inserted

Row Inserted
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R4076 Additional Pe
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Y
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Page_46

P3880_0342

R4076 Study Competion
46

Ds Page number 46 Study Competion

DS

Other specify
(2)

Reason for
withdrawal

1

1

BUSY/STRESSFUL SCHOOL
SCHEDULE

OTHER

WITHDRAWN

12-MAR-2010 08:54:04

12-MAR-2010 08:54:04

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

1

Document #:
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P3880_0342 R407676438711

SCREENING

MH 9PAGE_09

Does the subject have any relevant medic 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please add postmenopausal; data was provided in January after this was entered.

Monitor error.

Monitor error.

Discrepancy Detail Report
Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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IP, WEEK 16

VS 26PAGE_26

Diastolic Blood Pressure 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

103

Value of 103 for Diastolic Blood Pressure above expected maximum of 100

correct as entered

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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IP, WEEK 16

STATUS REVIEW 31PAGE_31

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

UNK

Please verify per source. Diary states 16 per day.  If other source was used to document
number of cigs smoked, please flag.

unknown entered, diary date is 31AUG2009

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:
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Row:
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P3880_0342

R4076

R4076

99113111

83016311

PCM

PCM

PCM

PCM

39

39

PAGE_39

PAGE_39

Frequency 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

EVERY DAY

Please verify updating frequency to 'every day'

Please verify per source "daily" is documented.

Verified.  JLM 21Apr2010

Document #:
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Discrepancy ID:

Visit:

Visit:

CRF:

CRF:
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Visit Date:
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Row:
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R288534213
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P3880_0342

R4076

R4076

71442711

71438811

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Confirmed

Confirmed

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Outcome to Date is equal to  RECOVERED for SINUSITIS but Resolved Date and/or Time are
missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <SINUSITIS>.
Please either provide resolved date and time OR check Ongoing.

resolve time unknown

resolve time unknown

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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P3880_0342 R407641891611

ADDITIONAL VS

VS 43PAGE_43

Diastolic Blood Pressure 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

106

Value of 106 for Diastolic Blood Pressure above expected maximum of 100

correct as entered

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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STUDY COMPETION

DS 46PAGE_46

Reason for withdrawal 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

WITHDRAWN

Please verify subject withdrew consent.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:
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Site:

Visit Date:

Section:

Patient:
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Row:
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Deleted CRFs Report




