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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.
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16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

































31.LINKS

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

Click here to navigate to discrepancy details for this CRF





40.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
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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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Pcm Page number 39 Pcm

CM1

Ongoing

Stop Date

1

1

CHECKED

00-APR-2009

14-OCT-2009 10:53:39

14-OCT-2009 10:53:39

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error
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Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

Trade Name

1

1

1

1

1

1

1

1

1

1

1

1

1

FLEXORIL

FLEXORIL

M

MUSCULO-SKELETAL SYSTEM,
M

M03

MUSCLE RELAXANTS, M03

M03B

MUSCLE RELAXANTS,
CENTRALLY ACTING AGENTS,
M03B

M03BX

OTHER CENTRALLY ACTING
AGENTS, M03BX

FLEXERIL

FLEXERIL

CYCLOBENZAPRINE
HYDROCHLORIDE

00428402001

FLEXERIL /00428402/

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

20-APR-2010 11:29:16

12-APR-2010 11:58:44

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00
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Carol Kraucyk
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Carol Kraucyk
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Carol Kraucyk
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1

1

1

DISCON OF DRUG
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22-AUG-2009

12-MAR-2010 08:29:59
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Kim Freschly

Data Entry Error
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R4066 Study Competion
46

Ds Page number 46 Study Competion

DS

AE specify

Reason for
withdrawal

1

1

DENTAL PAIN

AE

WITHDRAWN

11-MAR-2010 16:54:06

11-MAR-2010 16:54:06
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Data Entry Error
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R4066

82895411

99109311

PCM.1

PCM.1

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Indication

1

1

CURRENT

CURRENT

No Action Required

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

FLEXERIL

SHOULDER PAIN

Please add additional conmeds (2 more) separate source document

Shoulder pain is not on medical history.  Please verify adding.

No need - Incorrect subject number on source - there are no additional conmeds.  Please
close this query.

per PI subject's history of shoulder pain is not relevant to study

Verified.  JLM 21Apr2010
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1
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Data value changed. Disc no longer applicable.
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Resolved-Response Edited
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OTHER TREATMENT

20090822

Please review if the PI withdrew the subject.

Please review date

Please review, as PI did not withdraw study drug or withdraw subject from study.

comment on source, PI did not withdraw subject
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PAGE_46
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1

1

CURRENT
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Confirmed

No Action Required

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

20090918

Please review if the PI withdrew the subject due to AEs or if the subject withdrew
consent due to AEs.

There is no source documentation for attempts to contact the subject after 8/4/09 (prior
to site notification of AE) until 9/18/09 when subject discontinued.  Please provide
information.  Also please provide any information on discussion with subject about study
discontinuation.

SM to address source documentation.

per SM no information in source - reason for early ter is on page 3 of early term visit.
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