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Abc 123

Abc 123

CDB_001

All statuses

All statuses

R1036

R1036

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 R264237413

SUBJECT DOES NOT HAVE REGULAR DENTAL CHECK UPS (SUBJECT HAS 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











08.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









12.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













16.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



















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





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





40.U1.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.U2.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.U3.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



Report run by Brian Saari at 06-MAR-2013 12:42:29 66Page



Report run by Brian Saari at 06-MAR-2013 12:42:29 67Page

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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R264237113

Page_02

CDB_001

R1036 Screening
02

Ic Page number 2 Screening

IE

Inclusion
Criteria Answer
6

YES

NO

03-DEC-2009 13:11:44

Christina Breedlove
Confirmed

Investigator
Correction

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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R264237413

Page_04

CDB_001

R1036 Screening
04

Elig Page number 4 Screening

IE

Category

Did the subject
meet all of the
inclusio

Exemption
Granted?

Explanation (1)

Explanation (1)

If Yes, Date
Granted

Inclusion/Exclus
ion No.

1

1

1

1

1

1

1

YES

SUBJECT HAS UPPER AND
LOWER DENTURES

I

NO

YES

SUBJECT HAS UPPER AND
LOWER DENTURES

SUBJECT DOES NOT HAVE
REGULAR DENTAL CHECK UPS
(SUBJECT HAS UPPER AND
LOWER DENTURES)

30-JUL-2009

6

03-DEC-2009 13:14:46

03-DEC-2009 13:14:46

03-DEC-2009 13:14:46

03-DEC-2009 13:14:46

10-FEB-2010 16:03:47

03-DEC-2009 13:14:46

03-DEC-2009 13:14:46

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Per query.
Exemption granted

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Validation Status
changed

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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R264238513

Page_08

CDB_001

R1036 Screening
08

Eg Page number 8 Screening

EG

Actual Time

1

1122

1123

03-DEC-2009 13:19:10

Christina Breedlove
confirmed with
source. Time
captured of ECG
was by atomic
clock.

Investigator
Correction

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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R264238613

Page_09

CDB_001

R1036 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Ongoing

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

1

5

5

5

6

6

6

6

6

6

6

6

00-OCT-1970

00-00-1998

CHECKED

00-00-1970

00-FEB-1998

00-FEB-1998

00-00-2009

HEADACHES
(TENSION/STRESS)

CHECKED

10-FEB-2010 16:05:27

03-DEC-2009 13:23:37

17-MAR-2010 09:18:54

17-MAR-2010 09:18:54

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Confirmed month to
be FEB

per query

per query

Added Medical
History conditions

Added Medical
History conditions

Added Medical
History conditions

Data Entry Error

Investigator
Correction

Investigator
Correction

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

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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R264238613

Page_09

CDB_001

R1036 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

6

7

7

7

7

7

7

7

7

7

8

8

8

6

00-00-2004

RECURRENT JOINT PAIN
(RIGHT SHOULDER)

CHECKED

7

00-00-1973

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Added Medical
History conditions

Added Medical
History conditions

Added Medical
History conditions

Added Medical
History conditions

Added Medical
History conditions

Added Medical
History conditions

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

2

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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R264238613

Page_09

CDB_001

R1036 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

8

8

8

8

8

8

DEPRESSION

CHECKED

8

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

11-NOV-2009 14:22:10

03-DEC-2009 13:23:37

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Added Medical
History conditions

Added Medical
History conditions

Added Medical
History conditions

Row Inserted

Investigator
Correction

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
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R264240213

Page_12

CDB_001

R1036 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

NO

YES

UPPER AND LOWER DENTURES

1

10-FEB-2010 16:06:57

10-FEB-2010 16:06:57

10-FEB-2010 16:06:57

Christina Breedlove

Christina Breedlove

Christina Breedlove

Validation Status
changed

Row Inserted

Row Inserted

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



Report run by Brian Saari at 06-MAR-2013 12:42:29 75Page

R264241513

Page_16

CDB_001

R1036 Sptp, Weeks 1-4
16

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

Section Header

CHKYN

DCM Blank flag

DCM Blank flag

Approximately
how many
cigarettes did
th (10)

Approximately
how many
cigarettes did
th (10)

Approximately
how many
cigarettes did
th (10)

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

1

1

1

1

1

1

1

N

Y

10

42

SUBJECT SMOKED 1 1/2
CIGARETTES PER DAY

Y

N

10

42

10

SUBJECT SMOKED 1 1/2
CIGARETTES PER DAY

09-NOV-2009 10:18:54

10-FEB-2010 16:08:24

10-FEB-2010 16:14:50

12-FEB-2010 13:50:22

01-MAR-2010 11:39:00

10-FEB-2010 16:14:50

12-FEB-2010 13:50:22

Rossana Matos

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

confirmed with
source for week 4
tc and diary.
Subject reported
that they smoked 1
1/2 cigarettes per
day, during the
week. Subject
smoked 10
cigarettes for the
week.

Key Change

Validation Status
changed

Data Entry Error

Investigator
Correction

Data Entry Error

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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R273689813

Page_24

CDB_001

R1036 Ip, Week 10
24

Diary Page number 24 Ip, Week 10

DRUGSCR

Did subject
receive diary
and usage inst
1

YES

09-OCT-2009 16:06:59

Sharon Daly

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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R264241613

Page_39

CDB_001

R1036 Pcm
39

Pcm Page number 39 Pcm

CM1

Indication

Ongoing

1

1

PAIN

CHECKED

RIGHT SHOULDER PAIN

10-FEB-2010 16:16:48

28-AUG-2009 14:56:51

Christina Breedlove

Christina Breedlove

Data Entry Error

Pass1

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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R264241713

Page_40

CDB_001

R1036 Ae
40

Ae Page number 40 Ae

AE1

Action Specify

Action Taken

Adverse Event

Adverse Event

Ongoing

Outcome to Date

Outcome to Date

Outcome to Date

Relationship to
Date

Relationship to
Date

Relationship to
Date

Resolved Date

Resolved Time

Resolved Time

1

1

1

1

1

1

1

1

1

1

1

1

1

1

PRODUCT REDUCED

OTHER TREATMENT

NUMBNESS (GUMS)

NUMBNESS OF (GUMS)

CHECKED

RECOVERED

DEFINITELY

NA

NONE

NUMBNESS OF (GUMS)

NUMBNESS OF GUMS

RECOVERED

RECOVERED

DEFINITELY

POSSIBLY

18-AUG-2009

NA

UNK

10-FEB-2010 16:17:43

10-FEB-2010 16:17:43

10-FEB-2010 16:17:43

12-FEB-2010 13:56:51

09-NOV-2009 12:59:35

14-AUG-2009 13:44:52

14-AUG-2009 13:46:08

09-NOV-2009 12:59:35

14-AUG-2009 13:46:08

14-AUG-2009 13:47:46

09-NOV-2009 12:59:35

09-NOV-2009 12:59:35

09-NOV-2009 12:59:35

04-DEC-2009 11:37:26

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Rossana Matos

Rossana Matos

Rossana Matos

Rossana Matos

Rossana Matos

Rossana Matos

Rossana Matos

Rossana Matos

Rossana Matos

Christina Breedlove

confirmed with
source

per query

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

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
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R264243213

Page_40

CDB_001

R1036 Ae.1

Ae Page number 40 Ae.1

AE1

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Ongoing

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

1

1

RT SHOUDER PAIN

CHECKED

RIGHT SHOULDER PAIN

MUSCULOSKELETAL AND
CONNECTIVE TISSUE
DISORDERS NEC

10028393

MUSCULOSKELETAL AND
CONNECTIVE TISSUE SIGNS
AND SYMPTOMS NEC

10027688

SHOULDER PAIN

10040617

MUSCULOSKELETAL PAIN

10028391

MUSCULOSKELETAL AND
CONNECTIVE TISSUE
DISORDERS

10028395

12-FEB-2010 13:58:09

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

09-NOV-2009 13:01:52

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Rossana Matos

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Data Entry Error

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Pass1

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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R278595413

Page_40

CDB_001

R1036 Ae.2

Ae Page number 40 Ae.2

AE1

Action Specify

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Ongoing

Outcome to Date

Outcome to Date

Preferred Term

1

1

1

1

1

1

1

1

1

1

1

1

STICHES

2 LACERATIONS TO RIGHT
ARM

CHECKED

CONT WITHOUT TREATMENT

CONT WITH TREATMENT

STITCHES

LACERATIONS TO RIGHT ARM

INJURIES NEC

10022114

SKIN INJURIES NEC

10027699

LACERATION OF ARM

10023574

CONT WITH TREATMENT

RECOVERED

SKIN LACERATION

19-APR-2010 14:23:43

12-FEB-2010 14:03:00

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

07-JUN-2010 07:22:15

01-MAR-2010 11:45:25

07-JUN-2010 15:18:47

26-APR-2010 16:50:41

Joanne Mccaigue

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Christina Breedlove

Joanne Mccaigue

Obvious spelling
error.  JLM
19Apr2010

per query

per PI and source

severity of
moderate has been
changed to
recovered.

ODM/SEC

Data Entry Error

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Investigator
Correction

Data Entry Error

Data Entry Error

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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R278595413

Page_40

CDB_001

R1036 Ae.2

Ae Page number 40 Ae.2

AE1

Preferred Term
Code

Relationship to
Date

Resolved Date

Resolved Time

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

10058818

NOT RELATED

17-SEP-2009

UNK

INJURY, POISONING AND
PROCEDURAL COMPLICATIONS

10022117

26-APR-2010 16:50:41

12-FEB-2010 14:03:00

07-JUN-2010 07:22:15

07-JUN-2010 07:22:15

26-APR-2010 16:50:41

26-APR-2010 16:50:41

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Data Entry Error

Investigator
Correction

Investigator
Correction

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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R313756313

Page_40

CDB_001

R1036 Ae.3

Ae Page number 40 Ae.3

AE1

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

INJURIES NEC

10022114

SKIN INJURIES NEC

10027699

LACERATION OF ARM

10023574

SKIN LACERATION

10058818

INJURY, POISONING AND
PROCEDURAL COMPLICATIONS

10022117

07-JUN-2010 12:07:30

07-JUN-2010 12:07:30

07-JUN-2010 12:07:30

07-JUN-2010 12:07:30

07-JUN-2010 12:07:30

07-JUN-2010 12:07:30

07-JUN-2010 12:07:30

07-JUN-2010 12:07:30

07-JUN-2010 12:07:30

07-JUN-2010 12:07:30

Joanne Mccaigue

Joanne Mccaigue

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

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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R283178313

Page_46

CDB_001

R1036 Study Competion
46

Ds Page number 46 Study Competion

DS

Date the subject
completed OR
withdrew f
1

04-DEC-2009

03NOV-2009

10-FEB-2010 17:32:23

Christina Breedlove

Investigator
Correction

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 06-MAR-2013 12:42:29 84Page

R264237113

CDB_001

CDB_001

R1036

R1036

1790204913

20543811

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

Please verify should be no.

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

Confirmed

subject has dentures and does not have dental check ups

Confirmed

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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CDB_001

R1036

R1036

1790205013

22666611

SCREENING

SCREENING

ELIG

ELIG

4

4

PAGE_04

PAGE_04

Did the subject meet all of the inclusio

Explanation

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NO

SUBJECT DOES NOT HAVE REGULAR DENTAL CHECK UPS (SUBJECT HAS UPPER AND LOWER DENTURES)

Please verify per source, see waiver.

Please add to comment that she does not have regular check ups.

Per query. Exemption granted

Per query. Exemption granted

confirmed with source

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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SCREENING

EG 8PAGE_08

Actual Time 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1123

Please verify time per source.

confirmed with source. Time captured of ECG was by atomic clock.

confirmed with source. Time captured of ECG was by atomic clock.

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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CDB_001

CDB_001

CDB_001

R1036

R1036

R1036

59361811

1790237713

86032611

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Date of Onset

Date of Onset

Date of Resolution

1

5

5

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

1970

199802

199802

Please verify per source month was not provided.

Please verify month and year per source.

Please add a date of resolution and uncheck Ongoing. Tubal ligation is a procedure rather
than an ongoing condition and requires a stop date.

Month confirmed to be FEB

per query

Added Medical History conditions

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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CDB_001

CDB_001

CDB_001

R1036

R1036

R1036

1790237813

1790237913

1790238013

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

Diagnosis/Procedure

6

7

8

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

HEADACHES (TENSION/STRESS)

RECURRENT JOINT PAIN (RIGHT SHOULDER)

DEPRESSION

Please verify headaches should be entered.

Please verify ongoing back pain.

Please verify ongoing depression.

Added Medical History conditions

Added Medical History conditions

Added Medical History conditions

Added Medical History conditions

Added Medical History conditions

Added Medical History conditions

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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SCREENING

PE 12PAGE_12

Does the subject have any abnormal findi 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

YES

Please verify upper and lower entures should be added.

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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SPTP, WEEKS 1-4

STATUS REVIEW 16PAGE_16

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090806

Please enter week 4 data.

Scroll down to second page.

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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CDB_001
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R1036

R1036

64059411

63261611

1790242613

SPTP, WEEKS 1-4

SPTP, WEEKS 1-4

SPTP, WEEKS 1-4

STATUS REVIEW

STATUS REVIEW

STATUS REVIEW

16B

16B

16B

PAGE_16

PAGE_16

PAGE_16

Approximately how many cigarettes did th

Comments (how many cigarettes)

1

1

CURRENT

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

10

please verify per source.

Please verify per definition on subject diary 1-2 puffs = 1 cigarette.  Please verify if
source and CRF should be updated.

Please complete entry.

confirmed with source for week 4 tc and diary. Subject reported that they smoked 1 1/2
cigarettes per day, during the week. Subject smoked 10 cigarettes for the week.

per CRF guidelines "When diary and phone information do not reconcile, the data reported
over the phone will override the data in the diary"

will complete

per CRF guidelines "When diary and phone information do not reconcile, the data reported
over the phone will override the data in the diary"

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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CDB_001

R1036

R1036

36096711

36096811

SPTP, WEEKS 1-4

SPTP, WEEKS 1-4

STATUS REVIEW

STATUS REVIEW

16B

16B

PAGE_16

PAGE_16

CURRENT

CURRENT

No Action Required

No Action Required

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

area still gray, will not allow me to enter data

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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PCM

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

RIGHT SHOULDER PAIN

Please specify right shoulder pain.

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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CDB_001
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R1036

R1036

60360811

63261711

60360711

AE

AE

AE

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Action Specify

Adverse Event

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NUMBNESS OF GUMS

Please verify action taken with repsect to subject is "none".

Please remove parenthesis from gums.

Please enter medical term verbatim as diagnosed by MD.

confirmed with source

per query

confirmed with 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:
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71437211

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

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

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

Resolved date is "18/Aug/2009" and resolved time is "unknown"

Resolved date is "18/Aug/2009" and resolved time is "unknown"

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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CDB_001

R1036

R1036

60362611

102349811

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

Adverse Event 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

RIGHT SHOULDER PAIN

Please verify spelling of shoulder.  please spell out "right".

There is a MH of 'recurrent joint pain -right shoulder).  Please verify this is a
worsening of condition.  If not, please remove AE.

per query

confirmed to be a worsening condition.

per query

Verified.  JLM 23Apr2010

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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CDB_001

R1036

R1036

R1036

143462011

60662011

142818811

AE.2

AE.2

AE.2

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Adverse Event

Outcome to Date

Resolved Date

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

LACERATIONS TO RIGHT ARM

RECOVERED

20090917

Please enter as 2 separate AEs as the severity changed from moderate to mild.

Please verify per comment on page 2 of AE, is ongoing with treatment.  Please updated
source on page 1 of AE of match.

Per source, severity changed from moderate to mild.  Please enter two separate AEs.

per PI and source; AE of laceration to right arm is "continuing with treatment"

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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60417011

144434511

144538311

AE.2

AE.2

AE.2

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Due Diligence

No Action Required

MANUAL HEADER

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Please delete "2".

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

Outcome to Date is equal to  RECOVERED for LACERATIONS TO RIGHT ARM but Resolved Date
and/or Time are missing.  Please reconcile.

per query

per query

Verified.  JLM 07Jun2010

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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CDB_001

R1036

R1036

60568511

144529111

AE.2

AE.2

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

Confirmed

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Please verify per source is unrelated.

AE has resolved.  Please verify updating outcome to recovered.

severity of moderate has been changed to recovered.

severity of moderate has been changed to recovered.

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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CDB_001

R1036

R1036

60664311

61975811

STUDY COMPETION

STUDY COMPETION

DS

DS

46

46

PAGE_46

PAGE_46

Date the subject completed OR withdrew f

Date the subject completed OR withdrew f

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

03NOV-2009

03NOV-2009

Please verify per guidelines date of last visit should be entered.  Please verify should
be 03 NOV 2009.

Value of 03NOV-2009 for Date the subject completed OR withdrew f is not a valid DATE

per CRF guidelines

per CRF guidelines

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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