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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4078

R4078

All statuses

Report Parameters

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.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy









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 R262249213

LAST DENTAL CHECK-UP 2 YEARS AGO1



04.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF









07.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF













12.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







































29.LINKS

Links to Discrepancy and Audit Sections

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



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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R262248913

Page_02

P3880_0342

R4078 Screening
02

Ic Page number 2 Screening

IE

Inclusion
Criteria Answer
6

YES

NO

19-JAN-2010 09:34:34

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288632513

Page_46

P3880_0342

R4078 Study Competion
46

Ds Page number 46 Study Competion

DS

Other specify
(2)

Reason for
withdrawal

1

1

WORKING TWO JOBS

OTHER

WITHDRAWN

12-MAR-2010 08:37:13

12-MAR-2010 08:37:13

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R262248913

P3880_0342

P3880_0342

R4078

R4078

1790959013

71446911

SCREENING

SCREENING

IC

IC

2

2

PAGE_02

PAGE_02

Inclusion Criteria Answer 6

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

NO

Subject marked NO to dental exams - waiver present

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

subject does not have regular dental check-ups

Discrepancy Detail Report
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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R262249213

P3880_0342

P3880_0342

R4078

R4078

88943911

1725822613

SCREENING

SCREENING

ELIG

ELIG

4

4

PAGE_04

PAGE_04

If Yes, Date Granted 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

20090630

Please verify date exemption granted (30-Jun-2009), as it is after date of baseline
product distribution (29-Jun-2009). Please reconcile or provide an explanation.

Exemption granted date <30-JUN-2009> for LAST DENTAL CHECK-UP 2 YEARS AGO is after date
of Baseline, Week 0 Product Dispensation <29-JUN-2009>.  Please verify date exemption
granted.

verified subject was randomized after waiver obtained.

date is correct

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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R262249713

P3880_0342 R407888952111

SCREENING

LB 7PAGE_07

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090623

Please verify date of Screening lab (23-Jun-2009) as it is inconsistent with all other
Screening assessments (22-Jun-2009). If incorrect, please update. If correct, please
provide an in-query comment to explain the deviation.

subject returned the next day (Jun 23) for labs

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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R262250213

P3880_0342 R40781790965113

SCREENING

PE 12PAGE_12

Does the subject have any abnormal findi 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Mild Wheezing - NCS

Please have PI review if finding Mild Wheezing is an abnormal finding to be included on
the CRF, even if NCS, as subject has no MedHx of breathing troubles.

was found at early term visit, will add there

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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R288628113

P3880_0342 R407890240411

IP, WEEK 16

PE 29PAGE_29

Findings 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

MILD WHEEZING, FAINT INSPIRATORY WEEZING NOTED

Physical exam finding is after first study product administration. Please record a
corresponding event on the adverse events CRF page.

is not considered an AE per PI

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 11:22:59 65Page

R288632513

P3880_0342 R407883024411

STUDY COMPETION

DS 46PAGE_46

Other specify 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Did subject withdraw consent due to working 2 jobs?  Please review if this should be
consent wthdrwn.

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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Deleted CRFs Report




