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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







09.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





10.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













15.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























































39.1.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











43.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

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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Page_07

CP_001

R3032 Screening
07

Lb Page number 7 Screening

LB

Were there any
clinically
significant la
(1)
1

NO

21-OCT-2009 15:33:01

Marilyn Mindolovich

Investigator
Correction

1

Document #:

Patient
Site

Visit

Visit Date

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
Impact on
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On
By

Reason

Comment
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Page_09
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Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

1

1

1

1

1

1

2

2

2

2

2

3

3

NO

00-00-2005

SINUS INFECTIONS

YES

CHECKED

1

00-00-1977

RECURRENT BACK PAIN

CHECKED

2

00-00-1972

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

3

3

3

4

4

4

4

4

5

5

5

5

5

5

5

01-JUN-1983

SEASONAL ALLERGIES

CHECKED

3

01-JUN-1983

01-JUN-1983

HYSTERECTOMY

4

01-JUN-1983

01-JUN-1983

NATURAL POST-MENOPAUSE

CHECKED

5

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

17-JUN-2009 14:47:30

31-AUG-2009 21:30:26

31-AUG-2009 21:30:26

31-AUG-2009 21:30:26

31-AUG-2009 21:30:26

31-AUG-2009 21:30:26

31-AUG-2009 21:30:26

31-AUG-2009 21:30:26

17-NOV-2009 14:02:32

31-AUG-2009 21:30:26

31-AUG-2009 21:30:26

17-NOV-2009 14:02:32

31-AUG-2009 21:30:26

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt
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Row Inserted
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Row Inserted
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Investigator
Correction
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Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
attempts) (5)

Comments (other
attemps) (7)

If yes, how many
(other attempts
to quit (6)

1

1

1

NO

YES

NO AIDE

2

31-AUG-2009 21:33:35

31-AUG-2009 21:33:35

31-AUG-2009 21:33:35

Tricia Hunt

Tricia Hunt

Tricia Hunt

Data Entry Error

Data Entry Error

Data Entry Error

1
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Page_15
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Sc Page number 15 Baseline, Week 0
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Actual Time

1

1255

1225

31-AUG-2009 21:34:22

Tricia Hunt

Data Entry Error
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Page_39
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ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D04

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04

D04A

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04A

D04AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AA

AMINOALKYL ETHERS, R06AA

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change
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Page_43
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N
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Page_46
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R3032 Study Competion
46

Ds Page number 46 Study Competion

DS

Date the subject
completed OR
withdrew f
1

20-SEP-2009

16-JUN-2009

22-MAR-2010 11:15:31

Amanda Lynn

Data Entry Error
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CP_001

R3032

R3032

R3032

76430211

1683128113

88362511

SCREENING

SCREENING

SCREENING

LB

LB

LB

7

7

7

PAGE_07

PAGE_07

PAGE_07

Date

Were there any clinically significant la

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20090511

NO

Please verify date of Screening lab (11-May-2009) as it is inconsistent with all other
Screening assessments (07-May-2009). If incorrect, please update. If correct, please
provide an in-query comment to explain the deviation.

Please answer this question.

Confirmed.

DM Response: Please provide a comment about why this occurred on a different date than
all other Screening assessments.

The subject was to return on a different day to have a repeat BP per Dr. Yuen. Labs were
drawn after the subjects BP was repeated on 11May2009.

done

The subject was to return on a different day to have a repeat BP per Dr. Yuen. Labs were
drawn after the subjects BP was repeated on 11May2009.

Discrepancy Detail Report
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Status:
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Qualifying Value:
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Row:

Row:
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R249993413

CP_001 R30321683129113

SCREENING

SMOKING HISTORY 10PAGE_10

Attempted to quit (Other attempts) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Per clarification on 09Jun09, subject tried to quit 2 times without aide.

Document #:
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Row:



Report run by Brian Saari at 06-MAR-2013 15:09:04 69Page

R250016113

CP_001
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R3032

R3032

1793090113

1683129013

SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Diagnosis/Procedure

Does the subject have any relevant medic

5

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NATURAL POST-MENOPAUSE

YES

Postmenopausal would be continuing.

Please add hysterectomy and /or post-menopausal information since a pregnancy test was
not done due to WONCP.
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CRF:

Field:

Field:
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Value Text:
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Type:
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Review Status:
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Discrepancy:
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Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:
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Status:
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Patient:
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Qualifying Value:

Row:

Row:



Report run by Brian Saari at 06-MAR-2013 15:09:04 70Page

R249999413

CP_001 R30321683142013

BASELINE, WEEK 

SC 15PAGE_15

Actual Time 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1225

Please verify time of randomization should be time of first use of product.

Document #:
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Visit:
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R275387213

CP_001 R303286038011

STUDY COMPETION

DS 46PAGE_46

Date the subject completed OR withdrew f 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090616

Please update DATE and REASON. This subject should be 'Lost to Follow-up' as early
termination assessments (Week 16 or 28) were not completed. Date should be date of last
scheduled assessment (16-Jun-2009).

Subject declined early termination visit via letter sent to the site, which was written
on 20Sep2009, therefore, the subject has withdrawn consent rather then lost to follow up.
DM Response: Per CRF Guidelines, please update DATE to date of last visit/assessment (16-
Jun-2009).
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