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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4077

R4077

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 R262243613

BRUSHES TWICE DAILY, NO REGULAR DENTAL CHECK-UPS1



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













09.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 audit history for this CRF

Click here to navigate to discrepancy details for this CRF



















17.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF











21.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





22.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





23.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





24.LINKS

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





39.1.U2.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 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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R262243413

Page_02

P3880_0342

R4077 Screening
02

Ic Page number 2 Screening

IE

Inclusion
Criteria Answer
6

YES

NO

18-JAN-2010 16:36:14

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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Page_04

P3880_0342

R4077 Screening
04

Elig Page number 4 Screening

IE

Category

Did the subject
meet all of the
inclusio

Exemption
Granted?

Explanation (1)

If Yes, Date
Granted

Inclusion/Exclus
ion No.

1

1

1

1

1

1

YES

I

NO

YES

BRUSHES TWICE DAILY, NO
REGULAR DENTAL CHECK-UPS

19-NOV-2009

6

19-JAN-2010 09:33:10

19-JAN-2010 09:33:10

19-JAN-2010 09:33:10

19-JAN-2010 09:33:10

19-JAN-2010 09:33:10

19-JAN-2010 09:33:10

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R296094713

Page_09

P3880_0342

R4077 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

2

2

UNK

00-00-2003

00-00-2003

00-JUN-2003

01-MAR-2010 13:21:34

12-MAR-2010 08:11:54

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

2

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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Page_10

P3880_0342

R4077 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Comments (NRT)
(4)

If Yes, how many
(nicotine
replacement) (3)

If yes, how many
(other attempts
to quit (6)

1

1

1

1

NO

YES

PATCH

2

UNK

18-JAN-2010 16:50:16

18-JAN-2010 16:50:16

18-JAN-2010 16:50:16

18-JAN-2010 16:50:16

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

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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R288540513

Page_21

P3880_0342

R4077 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

If Subject was
not compliant,
approximat (5)
1

UNK

49

12-MAR-2010 08:20:49

Lana Glaser

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
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R288540613

Page_22

P3880_0342

R4077 Ip, Week 10
22

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:48:18

Kim Freschly

Data Entry Error

0

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Row
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Changed To
Impact on
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On
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R288540813

Page_23

P3880_0342

R4077 Ip, Week 10
23

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:48:42

Kim Freschly

Data Entry Error

0

Document #:
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Row

Changed From

Changed To
Impact on
resequence

On
By
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Comment



Report run by Brian Saari at 05-MAR-2013 11:22:54 75Page

R288541013

Page_24

P3880_0342

R4077 Ip, Week 10
24

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:48:50

Kim Freschly

Data Entry Error

0

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
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On
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R262248013

Page_39

P3880_0342

R4077 Pcm
39

Pcm Page number 39 Pcm

CM1

Indication

1

ALLERGIES

ALLERGIC RHINITIS

12-MAR-2010 08:21:23

Lana Glaser

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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R262248113

Page_39

P3880_0342

R4077 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Indication

1

MENSTURAL CRAMPS

MENSTRUAL CRAMPS

26-APR-2010 14:04:56

Joanne Mccaigue Obvious spelling
update.  JLM
26Apr2010

ODM/SEC

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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R262248313

Page_39

P3880_0342

R4077 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

ANTIINFLAMMATORY/ANTIRHE
UMATIC PROD.,NON-
STEROIDS, M01A

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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R288540713

Page_43

P3880_0342

R4077 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate
Unit

2

2

2

2

2

2

2

2

2

2

2

2

2

0915

36.8

C

31-AUG-2009

92

MMHG

51

BEATS/MINUTE

SEATED

16

BREATHS/MINUTE

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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
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Comment
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R288540713

Page_43

P3880_0342

R4077 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

148

MMHG

23-MAR-2010 10:49:33

23-MAR-2010 10:49:33

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R288543813

Page_46

P3880_0342

R4077 Study Competion
46

Ds Page number 46 Study Competion

DS

Other specify
(2)

Reason for
withdrawal

1

1

MOTHER'S SURGERY

OTHER

WITHDRAWN

12-MAR-2010 08:22:09

12-MAR-2010 08:22:09

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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R262243413

P3880_0342

P3880_0342

R4077

R4077

1790930713

71446811

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 indicated NO for regular dental exams

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

correct as entered, waiver obtained

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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R262243613

P3880_0342

P3880_0342

P3880_0342

R4077

R4077

R4077

1790930913

88922911

71445911

SCREENING

SCREENING

SCREENING

ELIG

ELIG

ELIG

4

4

4

PAGE_04

PAGE_04

PAGE_04

Did the subject meet all of the inclusio

If Yes, Date Granted

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NO

20091119

Please review - Subject indicated NO to dental exams

Date exemption granted (19-Nov-2009) is after date of baseline product dispensation (29-
Jun-2009). Please reconcile or provide an explanation.

Exemption granted date <19-NOV-2009> for BRUSHES TWICE DAILY, NO REGULAR DENTAL CHECK-UPS
is after date of Baseline, Week 0 Product Dispensation <29-JUN-2009>.  Please verify date
exemption granted.

SM to submit waiver to Dr. Dixen

VERIFIED, EXEMPTION GRANTED AFTER RANDOMIZATION

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:
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R262243613

P3880_0342 R407771446011

SCREENING

ELIG 4PAGE_04

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Exemption granted date <19-NOV-2009> for BRUSHES TWICE DAILY, NO REGULAR DENTAL CHECK-UPS
is after date of Baseline, Week 0 Product Dispensation <10-AUG-2009>.  Please verify date
exemption granted.

correct as entered

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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R262245413

P3880_0342 R40771790932113

SCREENING

SMOKING HISTORY 10PAGE_10

Attempted to quit (Nicotine Replacement) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

YES

Source was updated.  Please review.

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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R296094713

P3880_0342 R407783021911

SCREENING

MH 9PAGE_09

Date of Onset 2

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

200306

Please verify per source month was provided.

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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R288540013

P3880_0342 R407742377411

IP, WEEK 6

VS 17PAGE_17

Heart Rate 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

47

Value of 47 for Heart Rate below expected minimum of 50

correct as entered

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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R288540513

P3880_0342 R407783022511

IP, WEEK 8

STATUS REVIEW 21PAGE_21

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

49

Please use diary entry.

Per diary 7 per day were smoked. please enter 49.

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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PCM

PCM 39PAGE_39

Indication 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ALLERGIC RHINITIS

Please verify indication should be "allergic rhinitis".

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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P3880_0342 R407783023111

STUDY COMPETION

DS 46PAGE_46

Other specify 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Please verify subject withdrew consent.

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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