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Abc 123

Abc 123
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All statuses

All statuses

R4119

R4119

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

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.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy















































20.LINKS

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



























32.OS.1

OverFlow Section For Document Number R289773513

PHONE CALL NOT DONE, REASON NOT DOCUMENTED1



32.LINKS

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















38.LINKS

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





39.LINKS

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

















46.LINKS

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



Appendix: Audit and Discrepancy Information
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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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R289770413

Page_20

P3880_0342

R4119 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

140

20

15-MAR-2010 09:52:38

Lana Glaser

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R289773513

Page_32

P3880_0342

R4119 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

Section Header

CHKYN

DCM Blank flag

Comments
(contacted by
phone) (1)

1

1

Y

N

PHONE CALL NOT DONE,
REASON NOT DOCUMENTED

10-MAR-2010 09:25:34

24-MAR-2010 10:55:45

Kim Freschly

Lana Glaser

Data Entry Error

Data Entry Error

0

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 
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On
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By
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R297615713

Page_38

P3880_0342

R4119 Fu, Week 28
38

Status Review Page number 38 Fu, Week 28

CHKYN

Comments (how
many cigarettes)
(5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

1

49

NOT DOCUMENTED

UNK

17-MAR-2010 08:57:13

17-MAR-2010 08:57:13

24-MAR-2010 10:59:01

Lana Glaser

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

Data Entry Error

1

Document #:
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Visit Date

CRF
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Section Date
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Field
Row
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Page_39

P3880_0342

R4119 Pcm
39

Pcm Page number 39 Pcm

CM1

Frequency

1

WHENEVER NECESSARY

TWICE DAILY

10-MAR-2010 09:29:48

Kim Freschly

Data Entry Error

1

Document #:
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Visit
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CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Row
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Changed To
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R297616613

Page_46

P3880_0342

R4119 Study Competion
46

Ds Page number 46 Study Competion

DS

Other specify
(2)

Reason for
withdrawal

1

1

NA

SUBJECT COMPLETED BUT
OUTSIDE THE WINDOW

OTHER

24-MAR-2010 11:00:12

24-MAR-2010 11:00:12

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

1

Document #:
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Visit
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CRF Page
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R289770413

P3880_0342 R411964064511

IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20

Please confirm if diary entry is to match source; one says 20/day and one says 10/day.
Please verify and confirm entry or make a correction as is appropriate.

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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R289773513

P3880_0342

P3880_0342

R4119

R4119

89748811

64065711

FU, WEEK 20 & 2

FU, WEEK 20 & 2

STATUS REVIEW

STATUS REVIEW

32

32

PAGE_32

PAGE_32

Comments (contacted by phone) 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

PHONE CALL NOT DONE, REASON NOT DOCUMENTED

Please enter a comment for why assessment was not done.

Source is blank indicating that there was no telephone contact.  Please confirm and enter
data as appropriate.

comment added

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:
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Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:
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Visit Date:
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Patient:
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Row:

Row:
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P3880_0342 R411985947711

FU, WEEK 28

STATUS REVIEW 38PAGE_38

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UNK

Please remove as diary dates do not correspond with this visit date

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:
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Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R289773713

P3880_0342 R411964065811

PCM

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

TWICE DAILY

Per source, please confirm if subject takes this several times daily; verify and confirm
or correct.  Thanks!

Document #:
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Field:

Value Text:

Type:

Review Status:
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Internal Comment:

Resolution Type:

Resolution Text:
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Patient:
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Row:
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R297616613

P3880_0342 R411989748911

STUDY COMPETION

DS 46PAGE_46

Reason for withdrawal 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

OTHER

Please verify Week 28/Completion dates.  If correct, Week 28 assessments occurred outside
of the +/- 7 day window of the scheduled visit date. Please update Study Completion
Status to Other, specify. Specification should be: Subject completed but was out of
window.

comment added

Document #:
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Row:
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Deleted CRFs Report




