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Abc 123

Site:

Discrepancy status choice:
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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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02.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







04.OS.1

OverFlow Section For Document Number R250272613

SUBJECT DOES NOT HAVE REGULAR DENTAL CHECK UPS DUE TO FULL UPPER AND LOWER
DENTURES.

1



04.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





05.OS.1

OverFlow Section For Document Number R250274413

WHITE AND AMERICAN INDIAN/ALASKAN NATIVE1



05.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 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





18.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





19.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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
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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





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 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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ion No.
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1

1

1

1

1
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6
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1
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R266324013

Page_40

CP_001

R3021 Ae
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R250271613

CP_001

CP_001

R3021

R3021

1669414513

1700286213

SCREENING

SCREENING

IC

IC

2

2

PAGE_02

PAGE_02

Inclusion Criteria Answer 6

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

NO

Per subject this is NO.

Response to Inclusion Criterion <06> is No.  Please verify response and ensure subject
eligibility page is completed as appropriate.

The subject has full dentures, and a waiver was approved by Dr Dixon. This should stay
no, however, subject is eligable per approved waiver.

Discrepancy Detail Report
Document #:

Discrepancy ID:

Discrepancy ID:
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Value Text:
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Type:
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Review Status:
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R250272613
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CP_001

R3021
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1669414413

1718457413

SCREENING

SCREENING

ELIG

ELIG

4

4

PAGE_04

PAGE_04

Did the subject meet all of the inclusio

If Yes, Date Granted

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NO

20090429

Per Dr. Dixon, Exemption granted.  Please verify answer should be NO with Inclusion
criteria #6 and exemption date listed.

Please provide source regarding waiver.

Monitor error.
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Visit:

Visit:
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Field:
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Value Text:

Value Text:
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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:
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R250274413

CP_001 R30211669414813

SCREENING

DM 5PAGE_05

Race 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

OTHER

Per subject he is also, American Indian or Alaskan native.  Please add to Other.

Document #:

Discrepancy ID:

Visit:
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R250277213

CP_001 R302176555311

SCREENING

SMOKING HISTORY 10PAGE_10

Age subject began smoking 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

9

Please verify age.

Per medical history and supplement questionnaire subject began smoking at the age of 9 in
1964.
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CP_001

R3021
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R3021

63686411

71440111

71442011

AE

AE

AE
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AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Resolved Date 1

CURRENT

CURRENT

CURRENT

No Action Required

No Action Required

No Action Required

UNIVARIATE

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

2009

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

Resolved Date and Time <00-00-2009> at <<BLANK>> is prior to Onset Date and Time <26-MAY-
2009> at <<BLANK>> for Adverse Event <COUGH>.  Please provide correct Onset and Resolved
dates and times.

Outcome to Date is equal to  RECOVERED for COUGH but Resolved Date and/or Time are
missing.  Please reconcile.

Day resolved are UNK. Information is correct per source.

Resolved date and time are complete per source.

Resolved date and time are complete per source.

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:



Report run by Brian Saari at 06-MAR-2013 13:56:32 82Page

R266324013

CP_001 R302171438111

AE

AE 40PAGE_40

CURRENT

No Action Required

MULTIVARIATE

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <COUGH>.  Please
either provide resolved date and time OR check Ongoing.

Resolved date and time are complete per source.
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R266324113

CP_001 R302185799111

STUDY COMPETION

DS 46PAGE_46

Reason for withdrawal 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

WITHDRAWN

Please verify reason for withdrawal. Week 16 early termination assessments were not
completed. Was this subject Lost to Follow-up?

Spoke with subject on the phone on 09Jun2009 at which time he expressed he no longer
wished to participate in the study and declined an early term visit. Every effort was
made to recover product.
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