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Abc 123

Abc 123

L0689282_2

All statuses

All statuses

R2009

R2009

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











03.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





10.OS.1

OverFlow Section For Document Number R243366913

SUBJECT ATTEMPTED COLD TURKEY THREE TIMES AND WAS UNSUCCESSFUL1



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





11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF















16.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

Click here to navigate to discrepancy details 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





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











44.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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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R243364613

Page_03

L0689282_2

R2009 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

01-JUL-2009 09:38:00

Amanda Lynn

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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R243465813

Page_09
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R2009 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

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

Ongoing

Ongoing

Sequence Number

Sequence Number

1

1

1

1

1

1

1

1

1

1

1

1

00-SEP-2009

ATTENTION DEFICIT
DISORDER

NO

YES

CHECKED

01

00-SEP-2009

<Row Deleted>

<Row Deleted>

ATTENTION DEFICIT
DISORDER

<Row Deleted>

YES

NO

CHECKED

<Row Deleted>

01

<Row Deleted>

12-APR-2010 12:24:13

23-APR-2010 11:50:37

12-APR-2010 12:24:13

23-APR-2010 11:50:37

12-APR-2010 12:24:13

23-APR-2010 11:50:37

12-APR-2010 12:24:13

20-APR-2010 13:20:58

12-APR-2010 12:24:13

23-APR-2010 11:50:37

12-APR-2010 12:24:13

23-APR-2010 11:50:37

Amanda Lynn

Joanne Mccaigue

Amanda Lynn

Joanne Mccaigue

Amanda Lynn

Joanne Mccaigue

Amanda Lynn

Amanda Lynn

Amanda Lynn

Joanne Mccaigue

Amanda Lynn

Joanne Mccaigue

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Data Entry Error

Data Entry Error

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

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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R243366913

Page_10

L0689282_2

R2009 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Average number
of cigarettes
smoked per (2)
1

25-30

30

03-MAR-2010 12:26:53

Amanda Lynn

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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R243367313

Page_11

L0689282_2

R2009 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

11-JUN-2009 14:38:12

Amanda Lynn

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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R243911013

Page_16

L0689282_2

R2009 Sptp, Weeks 1-4
16

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

Section Header

CHKYN

DCM Blank flag

DCM Blank flag

Date

1

1

1

N

Y

12-MAY-2009

Y

N

19-MAY-2009

14-MAY-2009 08:35:38

20-MAY-2009 14:42:17

20-MAY-2009 14:43:18

Amanda Lynn

Amanda Lynn

Amanda Lynn

Key Change

Data Entry Error

Data Entry Error

0

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #

Group Name

Group Name

Field

Field

Row

Row

Changed From

Changed From

Changed To

Changed To

Impact on
resequence

Impact on
resequence

On

On

By

By

Reason

Reason

Comment

Comment
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R252094013

Page_20
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R2009 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

Was Subject
compliant (4)

1

1

1

1

70

NO

YES

UNK

YES

NO

23-OCT-2009 14:23:03

06-JAN-2010 10:57:23

23-OCT-2009 14:23:03

06-JAN-2010 10:57:23

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

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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R274948513

Page_39
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R2009 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

FOCASIL

FOCASIL

N

NERVOUS SYSTEM, N

N06

PSYCHOANALEPTICS, N06

N06B

PSYCHOSTIM., AGENTS USED
FOR ADHD AND NOOTROPICS,
N06B

FOCALIN

FOCALIN

DEXMETHYLPHENIDATE
HYDROCHLORIDE

01611102001

FOCALIN

01611102002

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

12-APR-2010 12:24:47

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Amanda Lynn

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Entry Error

Data Change

Data Change

Data Change

Data 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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R279058813

Page_40
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R2009 Ae
40

Ae Page number 40 Ae

AE1

Action Specify

Action Taken

Action Taken

Adverse Event

Did the subject
experience any
adverse e

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Ongoing

Onset Date

1

1

1

1

1

1

1

1

1

1

1

1

1

NONE

NO

NONE

OTHER DRUG

ATTENTION DEFICIT
DISORDER

YES

COGNITIVE AND ATTENTION
DISORDERS AND
DISTURBANCES

10009841

ATTENTION DEFICIT AND
DISRUPTIVE BEHAVIOUR
DISORDERS

10003730

ATTENTION DEFICIT
DISORDER

10003731

CHECKED

00-SEP-2009

20-APR-2010 13:21:55

20-APR-2010 13:21:55

21-APR-2010 12:56:29

20-APR-2010 13:21:55

20-APR-2010 13:21:55

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

20-APR-2010 13:21:55

20-APR-2010 13:21:55

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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



Report run by Brian Saari at 05-MAR-2013 16:40:54 69Page
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Page_40
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R2009 Ae
40

Ae Page number 40 Ae

AE1

Onset Time

Outcome to Date

Preferred Term

Preferred Term
Code

Relationship to
Date

Resolved Date

Resolved Time

Serious Event

Severity

Severity

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

1

1

UNK

CONT WITH TREATMENT

ATTENTION
DEFICIT/HYPERACTIVITY
DISORDER

10003736

NOT RELATED

NO

MODERATE

PSYCHIATRIC DISORDERS

10037175

20-APR-2010 13:21:55

20-APR-2010 13:21:55

26-APR-2010 12:04:29

26-APR-2010 12:04:29

20-APR-2010 13:21:55

20-APR-2010 13:21:55

20-APR-2010 13:21:55

20-APR-2010 13:21:55

20-APR-2010 13:21:55

21-APR-2010 12:56:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

Amanda Lynn

Amanda Lynn

Joanne Mccaigue

Joanne Mccaigue

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Joanne Mccaigue

Joanne Mccaigue

Row Inserted

Row Inserted

Class. Change

Class. Change

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

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
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R279059213

Page_44

L0689282_2

R2009 Additional Pe
44

CRF Header

DCI Blank Flag

1

N

Y

11-NOV-2009 14:11:29

Amanda Lynn

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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R243364613

L0689282_2 R20091688576413

SCREENING

EC 3PAGE_03

Exclusion Criteria Answer 2

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please record as NO

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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R243366913

L0689282_2 R200976530611

SCREENING

SMOKING HISTORY 10PAGE_10

Average number of cigarettes smoked per 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

30

Per CRF Completion Guidelines, please enter the maximum value only when a range is
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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R252094013
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IP, WEEK 6

STATUS REVIEW 20PAGE_20

Was Subject compliant 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Per return questionnaire, subject smoked last on 30May09.  Please review my data
correction form, source and revise CRF as applicable.

please see Diary week 6 for answer.

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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L0689282_2

R2009

R2009

98519111

98519211

PCM

PCM

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Indication

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

FOCALIN

ATTENTION DEFICIT DISORDER

Please verify if this should be Focalin.

There is not any MH or AE of Attention Deficit Disorder.  Please verify adding event.

Verified.  JLM 20Apr2010

Verified.  JLM 20Apr2010

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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R279058813

L0689282_2 R2009104368711

AE

AE 40PAGE_40

Onset Date 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

200909

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

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




