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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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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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R286853713

P3880_0342 R405377691311

IP, WEEK 13

STATUS REVIEW 25PAGE_25

CURRENT

No Action Required

MANUAL HEADER

Resolved-Response Edited

Cannot verify against source; no pages for Week 13.  No correction to data required.

Please provide source; source cannot be the absence of data in this case.
NO SOURCE, EARLY TERM

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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R286855513

P3880_0342 R405377692211

FU, WEEK 20 & 2

STATUS REVIEW 32PAGE_32

CURRENT

No Action Required

MANUAL HEADER

Resolved-Response Edited

Cannot verify against source; no pages for Week 20.  No correction to data required.

Please provide Week 20 completed as appropriate.
NO SOURCE, EARLY TERM

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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R286857213

P3880_0342 R4053142079811

PCM

PCM 39PAGE_39

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please add 2 ConMeds (Chantix and Midrin) listed in source.  Midrin was taken for a not
relevant to study Med Hx of Migraine headaches and Chantix was taken as a smoking
cessation aid.

Chantix was taken prior to the subject discontinuing for study, however not reported to
staff until date of discontinuation.  As this is a protocol deviation and eNote will need
to be issued to document this issue.

Verified.  JLM 02Jun2010

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:



Report run by Brian Saari at 05-MAR-2013 10:15:20 92Page

R313268813

P3880_0342

P3880_0342

R4053

R4053

142199011

142199111

PCM.1

PCM.1

PCM

PCM

39

39

PAGE_39

PAGE_39

Start Date

Stop Date

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

20090824

Please review start date - per source start date is 24Aug09

Please review - per source use of chantix is ongoing

corrected date

please remove stop date - ongoing is checked

Verified.  JLM 02Jun2010

Verified.  JLM 03Jun2010

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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R286857713

P3880_0342

P3880_0342

R4053

R4053

110586911

110587211

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

Action Taken 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

OTHER DRUG

Please review; there are no relevant conmeds listed for this event

There is no medications entered for this subject.  Please add medication or update action
taken.

Please verify AE source indicates a conmed was given and conmed source does not list a
conmed for AE of sinusitis on 11-21Aug09.  THERE IS NO MED FOR SINUSITIS.

per source a conmed was given; however,  no additional information was provided.

medication added to con meds

Verified.  JLM 02Jun2010

Verified.  JLM 26Apr2010
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Value Text:
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Type:

Review Status:

Review Status:
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Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:
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