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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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R263056813

Page_09

CDB_001

R1035 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

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
Resolution

Diagnosis/Proced
ure

Ongoing

3

4

4

4

4

4

4

4

4

4

5

5

5

5

00-00-1971

00-00-1970

00-00-1995

HEARTBURN

CHECKED

4

00-00-2003

LEFT ELBOW PAIN

CHECKED

25-NOV-2009 15:23:44

11-NOV-2009 13:52:41

25-NOV-2009 15:23:44

11-NOV-2009 13:52:41

11-NOV-2009 13:52:41

25-NOV-2009 15:23:44

11-NOV-2009 13:52:41

25-NOV-2009 15:23:44

11-NOV-2009 13:52:41

25-NOV-2009 15:23:44

25-NOV-2009 15:23:44

25-NOV-2009 15:23:44

25-NOV-2009 15:23:44

25-NOV-2009 15:23:44

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

confirmed to be
1970

Heartburn added

Heartburn added

Heartburn added

Heartburn added

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

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 12:42:23 95Page

R263056813

Page_09

CDB_001

R1035 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

5

6

6

6

6

6

7

7

7

7

7

7

7

DIZZINESS/LIGHTHEADEDNES
S (LARGE AMOUNTS OF
BLOOD DRAWN)

5

00-00-1982

HEARING LOSS

CHECKED

6

00-00-1972

DIZZINESS/LIGHTHEADEDNES
S (LARGE AMOUNTS OF
BLOOD DRAWN)

EPISODIC
DIZZINESS/LIGHTHEADEDNES
S (LARGE AMOUNTS OF
BLOOD DRAWN)

25-NOV-2009 15:23:44

25-NOV-2009 15:23:44

25-NOV-2009 15:23:44

25-NOV-2009 15:23:44

25-NOV-2009 15:23:44

25-NOV-2009 15:23:44

10-FEB-2010 09:46:51

10-FEB-2010 16:57:22

10-FEB-2010 09:46:51

10-FEB-2010 09:46:51

10-FEB-2010 16:57:22

03-MAR-2010 16:19:51

10-FEB-2010 09:46:51

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Christina Breedlove

Heather Kretschmer

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Validation Status
changed

Row Inserted

Row Inserted

Validation Status
changed

Data Entry Mode

Row Inserted

2

Document #:

Patient
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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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R263056813

Page_09

CDB_001

R1035 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Sequence Number

Sequence Number

7

7

7

CHECKED

7

10-FEB-2010 16:57:22

10-FEB-2010 09:46:51

10-FEB-2010 16:57:22

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Validation Status
changed

Row Inserted

Validation Status
changed

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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Page_16

CDB_001

R1035 Sptp, Weeks 1-4
16

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

Section Header

DCM Blank flag

DCM Blank flag

1

1

N

Y

Y

N

27-AUG-2009 14:18:53

27-AUG-2009 14:30:15

Rossana Matos

Rossana Matos

Key Change

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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R281938413

Page_27

CDB_001

R1035 Ip, Week 16
27

Lb Page number 27 Ip, Week 16

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

NA

NO

17-DEC-2009 17:50:21

17-DEC-2009 17:50:21

Christina Breedlove

Christina Breedlove

Investigator
Correction

Investigator
Correction

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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Row

Changed From

Changed To
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resequence

On
By

Reason

Comment



Report run by Brian Saari at 06-MAR-2013 12:42:23 99Page

R281940013

Page_31

CDB_001

R1035 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

13

94

10-FEB-2010 17:21:48

Christina Breedlove confirmed with
subject's week 16
diary

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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R285133813

Page_32

CDB_001

R1035 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Was Subject
contacted by
telephone (1)
1

YES

18-JAN-2010 17:53:59

Christina Breedlove

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
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R264246013

Page_39

CDB_001

R1035 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Indication

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

GENFIBROZIL

GENFIBROZIL

TRIGLYCERIDES

C

CARDIOVASCULAR SYSTEM, C

C10

LIPID MODIFYING AGENTS,
C10

C10A

LIPID MODIFYING AGENTS,
PLAIN, C10A

C10AB

FIBRATES, C10AB

GEMFIBROZIL

GEMFIBROZIL

HIGH TRIGLYCERIDES

GEMFIBROZIL

00638501001

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 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

09-APR-2010 12:13:20

13-APR-2010 16:14:15

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

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

IBUPROPHEN
200/PSEUDOEPHEDRIN
E HCI 30

per query

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Investigator
Correction

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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R297158813

Page_39.1

CDB_001

R1035 Pcm
39.1

Pcm Page number 39A Pcm

CM1

Has the subject
taken any
medications pr

Trade Name

Trade Name Code

1

1

1

SMOKFREE NICOTINE

01033301067

YES

08-MAR-2010 12:31:56

27-APR-2010 12:10:38

27-APR-2010 12:10:38

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Pass1

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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R264248213

Page_39

CDB_001

R1035 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

PROVASTATIN

PROVASTATIN

C

CARDIOVASCULAR SYSTEM, C

C10

LIPID MODIFYING AGENTS,
C10

C10A

LIPID MODIFYING AGENTS,
PLAIN, C10A

C10AA

HMG COA REDUCTASE
INHIBITORS, C10AA

PRAVASTATIN

PRAVASTATIN

PRAVASTATIN

00880401001

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 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

09-APR-2010 12:14:45

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

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious spelling
error.  JLM
09Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

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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R302503813

Page_39.1

CDB_001

R1035 Pcm.1

Pcm Page number 39A Pcm.1

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D

H

DERMATOLOGICALS, D

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

D07

H02

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

D07A

H02A

CORTICOSTEROIDS, PLAIN,
D07A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

Joanne Mccaigue

Joanne Mccaigue

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

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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R302503813

Page_39.1

CDB_001

R1035 Pcm.1

Pcm Page number 39A Pcm.1

CM1

ATC4 Code

ATC4 Code

ATC4 Text

ATC4 Text

Frequency

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

EVERY DAY

D07AA

H02AB

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

GLUCOCORTICOIDS, H02AB

ONCE

METHYLPREDNISOLONE

00049601001

MEDROL /00049601/

00049601003

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

20-APR-2010 16:35:15

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Confirmed

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

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
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R264249513

Page_39

CDB_001

R1035 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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R278599713

Page_39

CDB_001

R1035 Pcm.5

Pcm Page number 39 Pcm.5

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

ABSORBINE

EBS ORBINE

ABSORBINE

D

DERMATOLOGICALS, D

D04

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04

D04A

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04A

D04AX

OTHER ANTIPRURITICS,
D04AX

ABSORBINE LINIMENT

ABSORBINE

ABSORBINE LINIMENT

MENTHOL

00482701001

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

20-APR-2010 11:29:16

22-JAN-2010 09:01:42

13-APR-2010 16:17:46

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

per query

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Pass1

Investigator
Correction

Data Change

Data Change

1

Document #:

Patient
Site

Visit
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Pcm Page number 39 Pcm.5

CM1

Trade Name

Trade Name Code

other, specify
(unit)

other, specify
(unit)

1

1

1

1

OINT.

OINTMENT

ABSORBINE /00482701/

00482701005

OINTMENT

LINIMENT

26-APR-2010 10:36:00

26-APR-2010 10:36:00

22-JAN-2010 09:01:42

13-APR-2010 16:17:46

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

Christina Breedlove

Data Change

Data Change

Pass1

Investigator
Correction

1
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R1035 Pcm.6

Pcm Page number 39 Pcm.6

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

Dose

Dose

Ongoing

Preferred Term

Preferred Term
Code

Unit

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

1

UNK

1 TAB

CHECKED

OTHER

LIQ.

V

VARIOUS, V

V03

ALL OTHER THERAPEUTIC
PRODUCTS, V03

V03A

ALL OTHER THERAPEUTIC
PRODUCTS, V03A

1 TAB

1

ALL OTHER THERAPEUTIC
PRODUCTS

90042501001

TABLET

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

22-JAN-2010 09:13:24

13-APR-2010 16:19:55

22-JAN-2010 09:13:24

20-APR-2010 11:29:16

20-APR-2010 11:29:16

22-JAN-2010 09:13:24

22-JAN-2010 09:13:24

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

Christina Breedlove

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

Christina Breedlove

per query

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Pass1

Investigator
Correction

Pass1

Class. Change

Class. Change

Pass1

Pass1
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Pcm Page number 39 Pcm.7

CM1

Ongoing

Stop Date

1

1

CHECKED

24-SEP-2009

11-FEB-2010 12:10:08

11-FEB-2010 12:10:08

Christina Breedlove

Christina Breedlove

new information

new information

Data Entry Mode

Data Entry Mode

1
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Pcm Page number 39 Pcm.8

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

MELOXICAN

MELOXICAN

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AC

OXICAMS, M01AC

MELOXICAM

MELOXICAM

MELOXICAM

01044401001

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 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

09-APR-2010 12:17:55

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

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious spelling
error.  JLM
09Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

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



Report run by Brian Saari at 06-MAR-2013 12:42:23 112Page

R278605313

Page_39

CDB_001

R1035 Pcm.8

Pcm Page number 39 Pcm.8

CM1

Stop Date

1

13-SEP-2008

13-SEP-2009

22-JAN-2010 08:59:11

Christina Breedlove stop date
confirmed to be
13/Sep/2009

Data Entry Error

1
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Pcm Page number 39 Pcm.9

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D

H

DERMATOLOGICALS, D

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

D07

H02

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

D07A

H02A

CORTICOSTEROIDS, PLAIN,
D07A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change
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ATC4 Code

ATC4 Code

ATC4 Text

ATC4 Text

Dose

Frequency

Frequency

Frequency

Preferred Term

Preferred Term
Code

Stop Date

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

4

THREE TIMES DAILY

OTHER

EVERY DAY

21-OCT-2009

D07AA

H02AB

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

GLUCOCORTICOIDS, H02AB

24

OTHER

EVERY DAY

ONCE

METHYLPREDNISOLONE

00049601001

15-OCT-2009

MEDROL /00049601/

00049601003

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

13-APR-2010 16:26:05

12-FEB-2010 10:39:38

13-APR-2010 16:26:05

20-APR-2010 16:33:42

26-APR-2010 10:36:00

26-APR-2010 10:36:00

13-APR-2010 16:26:05

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

per query;
corrected to show
ascending dose

per query;
corrected to show
ascending dose

per query;
corrected to show
ascending dose

Class. Change

Data Change

Class. Change

Data Change

Investigator
Correction

Data Entry Error

Investigator
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Class. Change

Class. Change
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Class. Change

Class. Change
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CM1

other, specify
(frequency)

other, specify
(frequency)

1

1

6 TABS X1DAY, 5 TABS
X1DAY, 4 TABS X1DAY, 3
TABS X 1DAY, 2 TABS
X1DAY, 1 TAB X1DAY

6 TABS X1DAY, 5 TABS
X1DAY, 4 TABS X1DAY, 3
TABS X 1DAY, 2 TABS
X1DAY, 1 TAB X1DAY

12-FEB-2010 10:39:38

13-APR-2010 16:26:05

Christina Breedlove

Christina Breedlove
per query;
corrected to show
ascending dose

Data Entry Error

Investigator
Correction

1
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CM1

Frequency

1

EVERY MORNING

EVERY DAY

12-FEB-2010 10:44:18

Christina Breedlove

Data Entry Error
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CM1

Frequency

1

EVERY MORNING

EVERY DAY

12-FEB-2010 10:45:32

Christina Breedlove

Data Entry Error
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CDB_001

R1035 Pcm.11

Pcm Page number 39A Pcm.11

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D

H

DERMATOLOGICALS, D

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

D07

H02

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

D07A

H02A

CORTICOSTEROIDS, PLAIN,
D07A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

Joanne Mccaigue

Joanne Mccaigue

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

Class. Change

Class. Change
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Pcm Page number 39A Pcm.11

CM1

ATC4 Code

ATC4 Code

ATC4 Text

ATC4 Text

Frequency

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

EVERY DAY

D07AA

H02AB

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

GLUCOCORTICOIDS, H02AB

ONCE

METHYLPREDNISOLONE

00049601001

MEDROL /00049601/

00049601003

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

20-APR-2010 16:35:50

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Confirmed

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Class. Change

Class. Change

Class. Change

Class. Change
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R1035 Pcm.12

Pcm Page number 39 Pcm.12

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D

H

DERMATOLOGICALS, D

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

D07

H02

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

D07A

H02A

CORTICOSTEROIDS, PLAIN,
D07A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

Joanne Mccaigue

Joanne Mccaigue

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

Class. Change

Class. Change
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CM1

ATC4 Code

ATC4 Code

ATC4 Text

ATC4 Text

Frequency

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

EVERY DAY

D07AA

H02AB

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

GLUCOCORTICOIDS, H02AB

ONCE

METHYLPREDNISOLONE

00049601001

MEDROL /00049601/

00049601003

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

20-APR-2010 16:36:21

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Confirmed

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Class. Change

Class. Change

Class. Change

Class. Change

1
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CDB_001

R1035 Pcm.12

Pcm Page number 39A Pcm.12

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D

H

DERMATOLOGICALS, D

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

D07

H02

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

D07A

H02A

CORTICOSTEROIDS, PLAIN,
D07A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

Joanne Mccaigue

Joanne Mccaigue

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

Class. Change

Class. Change
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CM1

ATC4 Code

ATC4 Code

ATC4 Text

ATC4 Text

Frequency

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

EVERY DAY

D07AA

H02AB

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

GLUCOCORTICOIDS, H02AB

ONCE

METHYLPREDNISOLONE

00049601001

MEDROL /00049601/

00049601003

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

20-APR-2010 16:36:53

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Confirmed

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

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
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R302505413

Page_39

CDB_001

R1035 Pcm.13

Pcm Page number 39 Pcm.13

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D

H

DERMATOLOGICALS, D

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

D07

H02

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

D07A

H02A

CORTICOSTEROIDS, PLAIN,
D07A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

Joanne Mccaigue

Joanne Mccaigue

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

Class. Change

Class. Change

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
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R302505413

Page_39

CDB_001

R1035 Pcm.13

Pcm Page number 39 Pcm.13

CM1

ATC4 Code

ATC4 Code

ATC4 Text

ATC4 Text

Frequency

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

EVERY DAY

D07AA

H02AB

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

GLUCOCORTICOIDS, H02AB

ONCE

METHYLPREDNISOLONE

00049601001

MEDROL /00049601/

00049601003

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

20-APR-2010 16:37:34

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

26-APR-2010 12:04:29

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Confirmed

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

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



Report run by Brian Saari at 06-MAR-2013 12:42:23 126Page
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Page_40

CDB_001

R1035 Ae.1

Ae Page number 40 Ae.1

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

JOINT DISORDERS

10023213

JOINT RELATED SIGNS AND
SYMPTOMS

10023226

PAIN IN ELBOW

10033424

ARTHRALGIA

10003239

MUSCULOSKELETAL AND
CONNECTIVE TISSUE
DISORDERS

10028395

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

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

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
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Visit
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CRF Page
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R263056813

CDB_001

CDB_001

CDB_001

R1035

R1035

R1035

1790141913

1790142013

59359411

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Date of Onset

Diagnosis/Procedure

Diagnosis/Procedure

3

4

7

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

1970

HEARTBURN

EPISODIC DIZZINESS/LIGHTHEADEDNESS (LARGE AMOUNTS OF BLOOD DRAWN)

Please verify year should be 1970.

Please verify all ongoing history items should be entered. Please add hearing loss,
heartburn, back pain, elbow pain.

Please verify dizziness/ lightheadedness should be added as it is marked ongoing.

Confirmed to be 1970

Heartburn added

per query

Confirmed to be 1970

Heartburn added

per query

Discrepancy Detail Report
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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R263056813

CDB_001 R103573238111

SCREENING

MH 9PAGE_09

Ongoing 7

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

CHECKED

Please verify if dizziness is ongoing. If not, please provide a resolution date. If date
of resolution is unknown, please enter unknown.

Subject reported that they get lightheaded and experiences dizzines when large amounts of
blood is drawn. These conditions are episodic and are ongoing.
DM Response: Please update diagnosis/procedure to reflect that the condition is episodic.

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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R281940013

CDB_001 R103559991111

IP, WEEK 16

STATUS REVIEW 31PAGE_31

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

94

Please verify per source 13 per day = 91 per week.

confirmed with subject's week 16 diary to be 94 cigarettes smoked.

confirmed with subject's week 16 diary to be 94 cigarettes smoked.

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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R264246013

CDB_001 R103598512511

PCM

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HIGH TRIGLYCERIDES

For clarity, please verify adding 'high' to indication.

per query

Verified.  JLM 19Apr2010

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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R297158813

CDB_001 R103579665211

PCM

PCM 39APAGE_39.1

Has the subject taken any medications pr 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please add con med of Camel Snus.

Updated Information

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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R302503813

CDB_001 R1035102146111

PCM.1

PCM 39APAGE_39.1

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

Please verify frequency.  If only taken once on this day, please update to one time.

Confirmed

Verified.  JLM 23Apr2010

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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R273687613

CDB_001

CDB_001

CDB_001

R1035

R1035

R1035

63540911

63541011

63541111

PCM.3

PCM.3

PCM.3

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Frequency

Start Date

Stop Date

1

1

1

CURRENT

CURRENT

CURRENT

No Action Required

No Action Required

No Action Required

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

ONCE

20091001

20091002

Please verify per source.

Please verify per source.

Pleae verify per 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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R278599713

CDB_001

CDB_001

R1035

R1035

98512611

102270211

PCM.5

PCM.5

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Ongoing

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

ABSORBINE LINIMENT

CHECKED

Please verify this is liniment.  If so, please add 'liniment' to drug name.

Please verify medication is ongoing.  Corresponding AE has a stop date of 19Oct2009.

per query

confirmed subject uses Absorbine Liniment on a prn basis as indicated.

Verified.  JLM 19Apr2010

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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R278600713

CDB_001 R103598512711

PCM.6

PCM 39PAGE_39

Dose 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

1

Please update dose to '1'

per query

Verified.  JLM 19Apr2010

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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R278605413

CDB_001

CDB_001

CDB_001

R1035

R1035

R1035

63632711

98512811

102145611

PCM.9

PCM.9

PCM.9

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Frequency

other, specify (frequency)

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

ONCE

Please verify per source, see footnote one.

Please split out medication to 6 separate medications to represent each frequency
separately.   Each separate frequency needs a separate CRF page.

Please verify frequency.  If only taken once on this day, please update to one time.

per query; corrected to show ascending dose

Confirmed

Verified.  JLM 19Apr2010

Verified.  JLM 23Apr2010
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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 R103563632911

PCM.10

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

EVERY DAY

Please verify per source.

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 R103563633011

PCM.11

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

EVERY DAY

Please verify per source.

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 R1035102145711

PCM.11

PCM 39APAGE_39.1

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

Please verify frequency.  If only taken once on this day, please update to one time.

Confirmed

Verified.  JLM 23Apr2010

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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R302505113

CDB_001 R1035102145811

PCM.12

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

Please verify frequency.  If only taken once on this day, please update to one time.

Confirmed

Verified.  JLM 23Apr2010

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 R1035102145911

PCM.12

PCM 39APAGE_39.1

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

Please verify frequency.  If only taken once on this day, please update to one time.

Confirmed

Verified.  JLM 23Apr2010

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.13

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

Please verify frequency.  If only taken once on this day, please update to one time.

Confirmed

Verified.  JLM 23Apr2010

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

R1035

R1035

R1035

102344411

20535011

20524611

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL HEADER

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Left Elbow Pain is currently present on MH.  Please verify this is a worsening of
condition.  If not, please remove AE.

Outcome to Date is equal to  RECOVERED for LEFT ELBOW PAIN but Resolved Date and/or Time
are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <LEFT ELBOW
PAIN>.  Please either provide resolved date and time OR check Ongoing.

Confirmed to be a worsening condition.

Resolved date is 19/Oct/2009 but resolved time is UNK

Resolved date is 19/Oct/2009 but resolved time is UNK

Verified.  JLM 23Apr2010

Resolved date is 19/Oct/2009 but resolved time is UNK

Resolved date is 19/Oct/2009 but resolved time is UNK
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Internal Comment:

Internal Comment:
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Resolution Text:
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Status:

Status:

Site:

Site:

Site:
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Section:
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Section:
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Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:



Report run by Brian Saari at 06-MAR-2013 12:42:23 144Page

Deleted CRFs Report




