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Abc 123

Abc 123

CD_001

All statuses

All statuses

R5020

R5020

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







01.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF













06.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





07.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





08.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









11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





































Appendix: Audit and Discrepancy Information



Report run by Brian Saari at 21-FEB-2013 15:48:48 35Page



Report run by Brian Saari at 21-FEB-2013 15:48:48 36Page

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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R275080413

Week_1

CD_001

R5020 Week 1
01

Study Diary Page number 1 Week 1

DRUGSCR

6. I have
experienced the
following AEs
(3)
1

NONE

20-JAN-2010 12:15:27

Sharon Ladenes

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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R275081413

Week_6

CD_001

R5020 Week 6
06

Study Diary Page number 6 Week 6

DRUGSCR

6. I have
experienced the
following AEs
(3)

7. I think the
AE is related to
the snus (4)

1

1

AE

SUBJECT DID NOT DOCUMENT
ANY AE'S

INCORRECT

11-MAR-2010 11:08:42

11-MAR-2010 11:08:42

Stephanie Felton

Stephanie Felton

Data Entry Error

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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R275081613

Week_7

CD_001

R5020 Week 7
07

Study Diary Page number 7 Week 7

DRUGSCR

6. I have
experienced the
following AEs
(3)

7. I think the
AE is related to
the snus (4)

1

1

AE

SUBJECT DID NOT DOCUMENT
ANY AE'S

INCORRECT

11-MAR-2010 11:11:05

11-MAR-2010 11:11:05

Stephanie Felton

Stephanie Felton

Data Entry Error

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



Report run by Brian Saari at 21-FEB-2013 15:48:48 40Page

R275081813

Week_8

CD_001

R5020 Week 8
08

Study Diary Page number 8 Week 8

DRUGSCR

6. I have
experienced the
following AEs
(3)

7. I think the
AE is related to
the snus (4)

1

1

AE

SUBJECT DID NOT DOCUMENT
ANY AE'S

INCORRECT

11-MAR-2010 11:11:50

11-MAR-2010 11:11:50

Stephanie Felton

Stephanie Felton

Data Entry Error

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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R283209413

Week_11

CD_001

R5020 Week 11
11

Study Diary Page number 11 Week 11

DRUGSCR

3. I have smoked
tobacco products
other (2)
1

YES

NO

12-JAN-2010 16:33:47

Sharon Ladenes

Pass1

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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R275081413

CD_001 R502081377611

WEEK 6

STUDY DIARY 6WEEK_6

7. I think the AE is related to the snus 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

INCORRECT

Subject checked 'Incorrect', please revise and add comment in # 6 that subject did not
document any AEs.

Updated CRF, verified source

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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R275081613

CD_001 R502081380211

WEEK 7

STUDY DIARY 7WEEK_7

7. I think the AE is related to the snus 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

INCORRECT

Subject checked 'Incorrect', please revise and add comment to # 6 that subject did not
record any AEs.

Updated CRF, verified source

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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R275081813

CD_001 R502081382611

WEEK 8

STUDY DIARY 8WEEK_8

7. I think the AE is related to the snus 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

INCORRECT

Same as weeks 6 and 7, subject checked 'Incorrect', please revise and add comment to # 6
regarding no AEs documented.

Updated CRF, verified source

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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Deleted CRFs Report




