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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









10.OS.1

OverFlow Section For Document Number R258701413

NICOTINE GUM.HAD VERY BAD DREAMS AND NAUSEA. STOPPED TAKING IT AFTER 7 DAYS1



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





11.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





12.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







14.LINKS

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 audit history for this CRF





27.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





28.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





29.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





30.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

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





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





39.1.U1.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





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





40.U1.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





40.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







42.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







43.U1.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
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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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Findings* 2

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited
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Per source this should be checked no and please delete comment.
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Does the subject have any abnormal findi 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please delete entry, scars not captured per guidelines, change yes to no.
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Data value changed. Disc no longer applicable.
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Please provide result for urine pregnancy test or select N/A.
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CURRENT

Data value changed. Disc no longer applicable.
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Please provide result for urine drug screen.
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Comments (NRT) 1

CURRENT

Data value changed. Disc no longer applicable.
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NICOTINE GUM.HAD VERY BAD DREAMS AND NAUSEA. STOPPED TAKING IT AFTER 7 DAYS

Please indicate what 'T' means or remove from the end of this comment.

Data entry error, CRF updated
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Findings* 3

CURRENT

Data value changed. Disc no longer applicable.

MANUAL
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NO

Per guidelines this is 'NO' unless comments are added to PE form.
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If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.
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420

Please confirm number per week.
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MANUAL
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Resolved-Response Edited

UNKNOWN - PAIN MEDICATION

MULTIPLE FRACTURES RIGHT ANKLE

Please provide any information available for coding purposed.  For example:  Unknown Pain
Medication, Unknown anti-inflammatory, etc.

Per AE diagnosis, fractures were of Rt. ankle.

Verified.  JLM 20Apr2010
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Indication 1

CURRENT

Data value changed. Disc no longer applicable.
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HEALTH

Please have source review for indication.
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Resolved Date 1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

Data value changed. Disc no longer applicable.

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20091111

It appears the stop date should be 11Nov2009 not 11Sep2009.

Event Serious? is Yes for Adverse Event <MULTIPLE FRACTURES RIGHT ANKLE (CAR ACCIDENT)>.
VERIFY this event has been reported as appropriate or amend response.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <MULTIPLE
FRACTURES RIGHT ANKLE (CAR ACCIDENT)>.  Please either provide resolved date and time OR
check Ongoing.
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CURRENT

Data value changed. Disc no longer applicable.

MULTIVARIATE

Resolved-Response Edited

Outcome to Date is equal to  RECOVERED for MULTIPLE FRACTURES RIGHT ANKLE (CAR ACCIDENT)
but Resolved Date and/or Time are missing.  Please reconcile.

exact time unknown
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Resolved Date 1
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No Action Required
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MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

200908

Value of 00-AUG-2009 for Resolved Date is an incomplete date or time

Resolved Date and Time is missing and Ongoing is null for Adverse Event <ABRASION - NOSE
(CAR ACCIDENT)>.  Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for ABRASION - NOSE  (CAR ACCIDENT) but Resolved
Date and/or Time are missing.  Please reconcile.

exact day unknown

unknown, but resolved

resolved date unknown
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CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Resolved Date and Time <00-AUG-2009> at <<BLANK>> is prior to Onset Date and Time <07-
AUG-2009> at <<BLANK>> for Adverse Event <ABRASION - NOSE  (CAR ACCIDENT)>.  Please
provide correct Onset and Resolved dates and times.
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Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Per guidelines, please answer the question.
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AE specify 1
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Data value changed. Disc no longer applicable.
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Resolved-Response Edited

Please review source drop / replace form for reason of withdraw clarification.
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