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All statuses

R4012

R4012

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:
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Data value
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07.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
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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

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 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

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

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 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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R277623813

Page_09

P3880_0342

R4012 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

2

2

2

2

2

2

2

2

2

2

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

10-DEC-2009 11:36:42

06-JAN-2010 10:18:46

10-DEC-2009 11:36:42

06-JAN-2010 10:18:46

10-DEC-2009 11:36:42

06-JAN-2010 10:18:46

10-DEC-2009 11:36:42

06-JAN-2010 10:18:46

10-DEC-2009 11:36:42

06-JAN-2010 10:18:46

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Lana Glaser

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

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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R240573413

Page_10

P3880_0342

R4012 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Other
cessation aids)
(4)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

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

If Yes, how many
(other cessation
aids) (5)

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

1

1

1

1

1

1

1

1

1

NO

NO

COLD TURKEY (X4),
HYPNOSIS

5

YES

YES

PATCHES

COLD TURKEY (X4),
HYPNOSIS

COLD TURKEY (X4)

HYPNOSIS

1

1

4

10-JUN-2009 12:59:00

03-FEB-2010 15:10:06

10-JUN-2009 12:59:00

10-JUN-2009 12:59:00

03-FEB-2010 15:12:16

03-FEB-2010 15:10:06

10-JUN-2009 12:59:00

03-FEB-2010 15:10:06

03-FEB-2010 15:10:06

Kim Freschly

Lana Glaser

Kim Freschly

Kim Freschly

Lana Glaser

Lana Glaser

Kim Freschly

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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



Report run by Brian Saari at 05-MAR-2013 08:59:08 67Page

R240573513

Page_11

P3880_0342

R4012 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

3

3

NO

NE

NE

NO

13-MAY-2009 11:29:50

10-JUN-2009 13:02:43

Kim Freschly

Kim Freschly

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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R243275113

Page_16

P3880_0342

R4012 Sptp, Weeks 1-4
16

Status Review Page number 16B Sptp, Weeks 1-4

Section Header

DCM Blank flag

1

Y

N

23-APR-2009 11:01:35

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
Impact on
resequence

On
By

Reason

Comment
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R277627813

Page_37

P3880_0342

R4012 Fu, Week 28
37

Questionnaires Page number 37 Fu, Week 28

EX1

FTND

1 YES

04-NOV-2009 14:46:28

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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R240574213

Page_39

P3880_0342

R4012 Pcm
39

Pcm Page number 39 Pcm

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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R251872713

Page_40

P3880_0342

R4012 Ae
40

Ae Page number 40 Ae

AE1

Onset Time

1

1052

1054

24-FEB-2010 11:32:29

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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R240573113

P3880_0342 R401274115811

SCREENING

UPREG 7PAGE_07

Result 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

NEGATIVE

Please verify updating urine pregnancy test result to N/A as subject has a  medical
history diagnosis/procedure indicating she is not of child-bearing potential.

per PI women 18-55 get pregnancy tests

Discrepancy Detail Report
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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R240573413

P3880_0342

P3880_0342

P3880_0342

R4012

R4012

R4012

1672718413

53437511

1672718313

SCREENING

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

SMOKING HISTORY

10

10

10

PAGE_10

PAGE_10

PAGE_10

Attempted to quit (Nicotine Replacement)

Comments (other attemps)

If yes, how many (other attempts to quit

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

YES

COLD TURKEY (X4)

4

Per progress notes Patches 1x

Please verify response of 'Hypnosis'. If correct, please amend all data recorded for the
parameters 'use of other smoking cessation aids' and 'any other attmepts to quit
smoking'. Hypnosis should fall under 'use of other smoking cessation aids'.

Per progress note Cold Turkey 4x and Hypnosis 1x

corrected

Verified. KAY 24Feb2010.

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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R240573513

P3880_0342 R40121672718513

SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please update to 'No' per CRF guidelines

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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R277627113

P3880_0342 R40121785738413

FU, WEEK 28

VS 33PAGE_33

Heart Rate 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

46

Value of 46 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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R240574213

P3880_0342 R401298968911

PCM

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HEAD COLD

A couple medications have an indication of head cold.  However, this is not captured in
medical history.  Please verify adding.

per Dr Stoltz subject's medical history of head cold not relevant to study

Verified.  JLM 21Apr2010

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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R251872713

P3880_0342 R401252871511

AE

AE 40PAGE_40

Onset Time 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1054

Relationship to Drug equals  definitely related, but onset of AE (11Mar2009 at 10:52) is
prior to date/time of first dose (11Mar2009 at 10:54). Please verify onset date/time of
Hypersalivation and date of first dose (randomization). If correct, please update
Relationship to Drug.

corrected start time of AE

Verified. KAY 24Feb2010.

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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R277629613

P3880_0342 R401286484111

STUDY COMPETION

DS 46PAGE_46

Date the subject completed OR withdrew f 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20090923

Please verify study completion data. Last recorded assessment was 20May2009 so this
should be the study completion date. Reason for withdrawal should be amended because it
does not appear that the subject completed the study.

Please disregard. Query written for wrong subject. Intended for subject 4013.

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




