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Abc 123

CDB_001

All statuses

All statuses

R1005

R1005

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.

Starting patient:

Ending patient:
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09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





10.OS.1

OverFlow Section For Document Number R243309513

PATCHES, GUM, NICOTINE INHALER & 2 TRIES OF THE FILTER 4 STEP STOP SMOKING METHOD.1

SUBJECT TRIED EACH ONCE: HYPNOSIS, FAKE CIGARETTES AND THE LIFE STYLES
CALCULATOR METHOD.

2

SUBJECT HAS HAD SEVERAL NEW YEARS RESOLUTIONS WHERE SHE JUST STOPPED SMOKING.3



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





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







14.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





15.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

Click here to navigate to discrepancy details for this CRF











20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF

















27.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





28.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





29.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







31.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













36.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







38.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







39.1.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







39.1.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U4.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





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

Click here to navigate to discrepancy details for this CRF









43.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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R243309413

Page_09

CDB_001

R1005 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

1

1

1

2

2

2

2

2

2

2

2

2

2

HIGH CHOLESTEROL

HIGH CHOLESTEROL-NCS

HIGH CHOLESTEROL-

00-00-2004

00-00-2004

GALL BLADDER DISEASE

OSTEOARTHRITIS

OSTEOARTHRITIS-NCS

OSTEOARTHRITIS-

OSTEOARTHRITIS

HIGH CHOLESTEROL-NCS

HIGH CHOLESTEROL-

HIGH CHOLESTEROL

<Row Deleted>

<Row Deleted>

<Row Deleted>

OSTEOARTHRITIS-NCS

OSTEOARTHRITIS-

OSTEOARTHRITIS

OSTEOARTHRITIS-HANDS

19-AUG-2009 11:24:18

10-NOV-2009 13:20:12

17-DEC-2009 16:30:52

19-AUG-2009 11:24:18

03-OCT-2009 11:20:25

19-AUG-2009 11:24:18

03-OCT-2009 11:20:25

19-AUG-2009 11:24:18

03-OCT-2009 11:20:25

19-AUG-2009 11:24:18

10-NOV-2009 13:20:12

17-DEC-2009 16:30:52

20-JAN-2010 13:49:34

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Rossana Matos

Christina Breedlove

Rossana Matos

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Per PI - Relevent
but NCS

Per PI not
relevent

Per PI not
relevent

Per PI not
relevent

Per PI - Relevent
but NCS

Data Entry Mode

Data Entry Error

Investigator
Correction

Data Entry Mode

Data Entry Error

Data Entry Mode

Data Entry Error

Data Entry Mode

Data Entry Error

Data Entry Mode

Data Entry Error

Investigator
Correction

Validation Status
changed

2

5->4;4-
>3;3->2

5->4;4-
>3;3->2

5->4;4-
>3;3->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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R243309413

Page_09

CDB_001

R1005 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Sequence Number

Sequence Number

Diagnosis/Proced
ure

Diagnosis/Proced
ure

2

2

2

2

2

3

3

3

3

3

4

4

2.

3.

2.

TUBAL LIGATION

TUBAL LIGATION-NCS

TUBAL LIGATION-

4

3.

SEASONAL ALLERGIES

SEASONAL ALLERGIES-NCS

<Row Deleted>

<Row Deleted>

2.

2

TUBAL LIGATION-NCS

TUBAL LIGATION-

TUBAL LIGATION

3.

3

SEASONAL ALLERGIES-NCS

SEASONAL ALLERGIES

03-OCT-2009 11:20:25

19-AUG-2009 11:24:18

03-OCT-2009 11:20:25

19-AUG-2009 11:24:18

02-MAR-2010 11:13:01

19-AUG-2009 11:24:18

10-NOV-2009 09:10:21

17-DEC-2009 16:30:52

19-AUG-2009 11:24:18

02-MAR-2010 11:13:01

19-AUG-2009 11:24:18

10-NOV-2009 13:20:12

Rossana Matos

Christina Breedlove

Rossana Matos

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Rossana Matos

Removed sequence
No.2 -Per PI not
relevent

Changed Sequence
No. due to removal
of not relevent
med history

2. to 2 (removed
decimal). KAY
02Mar2010.

Per PI - Relevent
but NCS

Changed Sequence
No. due to removal
of not relevent
med history

3. to 3 (removed
decimal). KAY
02Mar2010.

Per PI - Relevent
but NCS

Data Entry Error

Data Entry Mode

Data Entry Error

Data Entry Mode

ODM/SEC

Data Entry Mode

Data Entry Error

Investigator
Correction

Data Entry Mode

ODM/SEC

Data Entry Mode

Data Entry Error

2

5->4;4-
>3;3->2

5->4;4-
>3;3->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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R243309413

Page_09

CDB_001

R1005 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

4

4

5

5

5

5

5

5

5

5

5

5

5

5.

4.

02-MAR-2009

4.

4

00-00-2000

02-MAR-2009

<Row Deleted>

<Row Deleted>

SEASONAL ALLERGIES

FACIAL TELANGIECTASIS

19-AUG-2009 11:24:18

02-MAR-2010 11:13:01

19-AUG-2009 09:54:13

18-DEC-2009 12:37:52

07-JAN-2010 08:53:53

20-JAN-2010 13:49:34

24-MAR-2010 15:29:26

19-AUG-2009 09:54:13

18-DEC-2009 12:37:52

24-MAR-2010 15:29:26

19-AUG-2009 09:54:13

18-DEC-2009 12:37:52

07-JAN-2010 08:53:53

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Heather Kretschmer

Sharon Daly

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Heather Kretschmer

Krysia Magnuson

Christina Breedlove

Heather Kretschmer

Sharon Daly

Changed Sequence
No. due to removal
of not relevent
med history

4. to 4 (removed
decimal). KAY
02Mar2010.

Data Entry Mode

ODM/SEC

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R243309413

Page_09

CDB_001

R1005 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Sequence Number

5

5

5

5

5

5

5

5

5

5

5

5

FACIAL TELANGIECTASIS

CHECKED

5

<Row Deleted>

CHECKED

CHECKED

<Row Deleted>

5.

5

<Row Deleted>

20-JAN-2010 13:49:34

24-MAR-2010 15:29:26

19-AUG-2009 09:54:13

18-DEC-2009 12:37:52

07-JAN-2010 08:53:53

20-JAN-2010 13:49:34

24-MAR-2010 15:29:26

19-AUG-2009 09:54:13

18-DEC-2009 12:37:52

07-JAN-2010 08:53:53

20-JAN-2010 13:49:34

24-MAR-2010 15:29:26

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Heather Kretschmer

Sharon Daly

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Heather Kretschmer

Sharon Daly

Christina Breedlove

Krysia Magnuson

Investigator
Correction

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Validation Status
changed

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R243309513

Page_10

CDB_001

R1005 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
cessation aids)
(4)

Comments (NRT)
(4)

Comments (NRT)
(4)

Comments (other
attemps) (7)

1

1

1

1

NO

PATCHES, GUM, 2 TRYS OF
THE FILTER 4 STEP STOP
SMOKING METHOD, NICOTINE
INHALER.

PATCHES, GUM,NICOTINE
INHALER & 2 TRYS OF THE
FILTER 4 STEP STOP
SMOKING METHOD.

THE SUBJECT HAS TRIED
HYPNOSIS, LIFE STYLES
CALCULATOR METHOD, AND
HAS HAD SEVERAL NEW
YEARS RESOLUTIONS WERE
SHE JUST STOPPED
SMOKING.

YES

PATCHES, GUM,NICOTINE
INHALER & 2 TRYS OF THE
FILTER 4 STEP STOP
SMOKING METHOD.

PATCHES, GUM, NICOTINE
INHALER & 2 TRIES OF THE
FILTER 4 STEP STOP
SMOKING METHOD.

THE SUBJECT HAS TRIED
HYPNOSIS,SUBJECT USED
FAKE CIGARETTES LIFE
STYLES CALCULATOR
METHOD, AND HAS HAD
SEVERAL NEW YEARS
RESOLUTIONS WERE SHE
JUST STOPPED SMOKING.

04-MAR-2010 11:30:12

04-MAR-2010 11:30:12

04-MAR-2010 14:23:53

24-JUN-2009 10:51:37

Christina Breedlove

Christina Breedlove

Krysia Magnuson

Rossana Matos

Trys to Tries. KAY
04Mar2010.

data entered

Validation Status
changed

Validation Status
changed

ODM/SEC

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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R243309513

Page_10

CDB_001

R1005 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

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

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

1

1

1

1

1

1

THE SUBJECT HAS TRIED
HYPNOSIS,SUBJECT USED
FAKE CIGARETTES LIFE
STYLES CALCULATOR
METHOD, AND HAS HAD
SEVERAL NEW YEARS
RESOLUTIONS WERE SHE
JUST STOPPED SMOKING.

SUBJECT HAS HAD SEVERAL
NEW YEARS RESOLUTIONS
WERE SHE JUST STOPPED
SMOKING.

SUBJECT TRIED EACH
ONCE:HYPNOSIS, FAKE
CIGARETTES AND THE LIFE
STYLES CALCULATOR
METHOD.

4

SUBJECT HAS HAD SEVERAL
NEW YEARS RESOLUTIONS
WERE SHE JUST STOPPED
SMOKING.

SUBJECT HAS HAD SEVERAL
NEW YEARS RESOLUTIONS
WHERE SHE JUST STOPPED
SMOKING.

SUBJECT TRIED EACH
ONCE:HYPNOSIS, FAKE
CIGARETTES AND THE LIFE
STYLES CALCULATOR
METHOD.

SUBJECT TRIED EACH ONCE:
HYPNOSIS, FAKE
CIGARETTES AND THE LIFE
STYLES CALCULATOR
METHOD.

5

3

04-MAR-2010 11:30:12

04-MAR-2010 14:23:53

04-MAR-2010 11:30:12

04-MAR-2010 14:23:53

04-MAR-2010 11:30:12

04-MAR-2010 11:30:12

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Christina Breedlove

Were to Where. KAY
04Mar2010.

per query

Added a space. KAY
04Mar2010.

Validation Status
changed

ODM/SEC

Validation Status
changed

ODM/SEC

Validation Status
changed

Validation Status
changed

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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R243309513

Page_10

CDB_001

R1005 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

If yes, how many
(other attempts
to quit (6)
1

10

6

04-MAR-2010 11:30:12

Christina Breedlove

Validation Status
changed

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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R243309613

Page_11

CDB_001

R1005 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

1

1

NO

YES

YES

NO

23-MAY-2009 17:19:59

23-MAY-2009 17:20:14

Rossana Matos

Rossana Matos

Pass1

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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R243309713

Page_12

CDB_001

R1005 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Findings

Findings

Sequence Number

Sequence Number

Findings

Findings

Sequence Number

1

1

1

1

1

1

1

2

2

2

YES

NO

CHANGES OF OA HANDS

CHANGES OF
OSTEOARTHRITIS HANDS

1

WELL HEALED SURGICAL
SCAR, RIGHT UPPER
QUADRANT

SEASONAL ALLERGIES

2.

NO

YES

CHANGES OF
OSTEOARTHRITIS HANDS

<Row Deleted>

FACIAL TELANGIECTASIS

<Row Deleted>

1

SEASONAL ALLERGIES

<Row Deleted>

<Row Deleted>

10-NOV-2009 13:17:57

17-DEC-2009 16:32:13

15-JUN-2009 15:30:10

10-NOV-2009 13:17:57

17-DEC-2009 16:32:13

10-NOV-2009 13:17:57

17-DEC-2009 16:32:13

11-AUG-2009 09:10:29

10-NOV-2009 13:17:57

10-NOV-2009 13:17:57

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Rossana Matos

Removed surgical
scar and added
seasonal allergies
per Medical
Monitors
description on
relevant
conditions.

Data Entry Error

Investigator
Correction

Pass1

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R243309913

Page_14

CDB_001

R1005 Baseline, Week 0
14

Behavioral Coun Page number 14 Baseline, Week 0

EX1

Result

1 YES

23-APR-2009 16:29:48

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R243310013

Page_15

CDB_001

R1005 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

1

1009

1017

23-MAY-2009 17:21:08

Rossana Matos

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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R248877313

Page_16

CDB_001

R1005 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (11)
1

84-91

91

24-JUN-2009 12:46:48

Rossana Matos

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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R248877313

Page_16

CDB_001

R1005 Sptp, Weeks 1-4
16

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

Section Header

DCM Blank flag

1

Y

N

17-DEC-2009 16:38:26

Christina Breedlove

Data Entry Mode

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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R256706313

Page_27

CDB_001

R1005 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

03-MAR-2010 16:25:47

02-DEC-2009 09:48:32

Christina Breedlove

Christina Breedlove per query

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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R256707313

Page_28

CDB_001

R1005 Ip, Week 16
28

Oral Health Exam Page number 28 Ip, Week 16

EX1

Date

Date

Date

1

2

3

06-JUL-2009

06-JUL-2009

06-JUL-2009

06-JUL-2009 11:29:42

06-JUL-2009 11:29:42

06-JUL-2009 11:29:42

Sharon Daly

Sharon Daly

Sharon Daly

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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R256709113

Page_29

CDB_001

R1005 Ip, Week 16
29

Pe Page number 29 Ip, Week 16

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Findings

Sequence Number

Sequence Number

1

1

1

1

1

1

1

1

NO

YES

NO

YES

FACIAL TELANGIECTASIS

1

YES

NO

YES

NO

FACIAL TELANGIECTASIS

1

17-DEC-2009 16:51:39

20-JAN-2010 13:53:23

20-JAN-2010 13:54:02

20-JAN-2010 13:54:15

17-DEC-2009 16:51:39

20-JAN-2010 13:53:23

17-DEC-2009 16:51:39

20-JAN-2010 13:53:23

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove
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Validation Status
changed
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Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

1

1

21

3

YES

21

3

21

NO

11-AUG-2009 11:10:13

19-AUG-2009 10:06:49

17-DEC-2009 17:28:03

19-AUG-2009 10:06:49

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

confirmed subject
reported to have
smoked  3
cigarettes per day
during wk 16

confirmed per
subject diary
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subject diary
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Pe Page number 36 Fu, Week 28

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Findings

Findings

Findings

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Findings

Findings

1

1

1

1

1

1

1

1

1

1

1

2

2

YES

NO

YES

CHANGES OF
OSTEOARTHRITIS HANDS

FACIAL TELANGIECTASIS

1

1

WELL HEALED UPPER
QUADRANT SURGICAL SCAR

NO

YES

NO

FACIAL TELANGIECTASIS

<Row Deleted>

1

<Row Deleted>

<Row Deleted>

02-DEC-2009 09:53:18

17-DEC-2009 16:41:48

20-JAN-2010 13:54:46

02-DEC-2009 09:53:18

17-DEC-2009 16:43:44

20-JAN-2010 13:54:46

24-MAR-2010 11:39:06

02-DEC-2009 09:53:18

17-DEC-2009 16:43:44

20-JAN-2010 13:54:46

24-MAR-2010 11:39:06

02-DEC-2009 09:53:18

24-MAR-2010 11:39:06
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Christina Breedlove

Christina Breedlove
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MH1

Sequence Number

Sequence Number

Findings

Findings

Sequence Number

Sequence Number

2

2

3

3

3

3

2

FACIAL TELANGIECTASIS

3

<Row Deleted>

<Row Deleted>

<Row Deleted>

02-DEC-2009 09:53:18

24-MAR-2010 11:39:06

02-DEC-2009 09:53:18

24-MAR-2010 11:39:06

02-DEC-2009 09:53:18
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If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

1

21

3

15

3

15

3

02-DEC-2009 09:55:36

18-DEC-2009 11:54:11

20-JAN-2010 13:55:46

Christina Breedlove

Christina Breedlove

Christina Breedlove

confirmed to be 3

Per subject diary.
Subject smoked 3
cigarettes per day
only 5  out 7 days
for week 28

Data Entry Error
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1

1

THERAGRAM

MILLIGRAMS

THERAGRAN M

TABLET
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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

Trade Name

1

1

1

1

1

1

1

1

1

1

1

1

1

PEPTO-BISMAL

PEPTO-BISMAL

A

ALIMENTARY TRACT AND
METABOLISM, A

A07

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

A07B

INTESTINAL ADSORBENTS,
A07B

A07BB

BISMUTH PREPARATIONS,
A07BB

PEPTO-BISMOL

PEPTO-BISMOL

BISMUTH SUBSALICYLATE

00139305001

PEPTO-BISMOL

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 11:38:21

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

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
error.  JLM
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ATC1 Text
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Preferred Term

Preferred Term
Code

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A07

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

ANTIDIARR.,INTEST.ANTIIN
FL./ANTIINFECT.AGEN.

90066201001

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

Carol Kraucyk

Carol Kraucyk
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CRF Header

DCI Blank Flag
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N

Y

21-APR-2010 11:39:45

Christina Breedlove
"Chest Congestion"
is a result of
Seasonal Allergies
& will be removed
as an AE.
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is recorded in
medical history as
ongoing since
2000.
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OTHER DRUG
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1

NONE

OTHER DRUG

18-DEC-2009 11:59:46

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 16:59:12 109Page

R282743013

Page_40

CDB_001

R1005 Ae.2

Ae Page number 40 Ae.2

AE1

Action Taken

1

NONE

OTHER DRUG

18-DEC-2009 12:00:59

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 16:59:12 110Page

R282743113

Page_40

CDB_001

R1005 Ae.3

Ae Page number 40 Ae.3

AE1

Resolved Date

Resolved Time

1

1

15-JUL-2009
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VS

Body Temperature

Heart Rate

Respiratory Rate

Actual Time

Body Temperature

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate

Heart Rate Unit

Other, specify
(1)

1

1

1

2

2

2

2

2

2

2

2

2

2

2

2

NA

NA

NA

NA

NA

ND

ND

ND

1340

NA

ND

C

22-MAY-2009

081

MMHG

NA

ND

BEATS/MINUTE

25-FEB-2010 13:05:38

25-FEB-2010 13:05:38

25-FEB-2010 13:05:38

02-DEC-2009 10:15:26

02-DEC-2009 10:15:26

25-FEB-2010 13:05:38

02-DEC-2009 10:15:26

02-DEC-2009 10:15:26

02-DEC-2009 10:15:26

02-DEC-2009 10:15:26

02-DEC-2009 10:15:26

02-DEC-2009 10:15:26

25-FEB-2010 13:05:38

02-DEC-2009 10:15:26

02-DEC-2009 10:15:26
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Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

2

2

2

2

NA

SEATED

NA

ND

BREATHS/MINUTE

140

MMHG

02-DEC-2009 10:15:26

02-DEC-2009 10:15:26

25-FEB-2010 13:05:38

02-DEC-2009 10:15:26
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Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name



Report run by Brian Saari at 05-MAR-2013 16:59:12 113Page

R243309413

CDB_001

CDB_001

R1005

R1005

1789222313

45455111

SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

1

2

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

HIGH CHOLESTEROL

OSTEOARTHRITIS-HANDS

Please delelt dashes from med hx items.

Please add "hands" as clarified in med hx source.

Answered per query

Answered per query

per query
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SMOKING HISTORY 10PAGE_10

Comments (other attemps) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

SUBJECT HAS HAD SEVERAL NEW YEARS RESOLUTIONS WHERE SHE JUST STOPPED SMOKING.

Fake cigarettes, hypnosis, and life styles calculator are classified as other smoking
cessation aids. Please remove related data from other attempts to quit and add it to
other smoking cessation aids. **Data relating to quitting for New Year's resolutions
should be retained in the other attempts to quit section.

confirmed with source.
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SPTP, WEEKS 1-4

STATUS REVIEW

STATUS REVIEW

STATUS REVIEW

16B

16B

16B

PAGE_16

PAGE_16

PAGE_16

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Data value changed. Disc no longer applicable.

MANUAL HEADER
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Resolved-Response Edited

Resolved-Response Edited
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Please enter week 4 data.
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If Subject was not compliant, approximat 1

CURRENT
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MANUAL

Resolved-Response Edited

1

Please verify per source (for week 6 diary entry should be used per CRF conventions)
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IP, WEEK 16

IP, WEEK 16
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LB

LB

LB

27

27

27

PAGE_27

PAGE_27

PAGE_27

Requisition Number 1:

Were there any clinically significant la

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NA

NO

Please provide requisition number or enter NA.

Please verify "no" should be checked.

please verify should be NA

per query

per query

Confirmed that the scheduled labs were drawn however there will not be a requisiton
number available.

per query

Confirmed that the scheduled labs were drawn however there will not be a requisiton
number available.
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MANUAL HEADER

Resolved-Response Edited

Please verify should be no

Confirmed that the scheduled labs were drawn however there will not be a requisiton
number available.

Confirmed that the scheduled labs were drawn however there will not be a requisiton
number available.
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Please delete per guidelines. Also abnormal findings should be "no".

Value for Findings has not been supplied

Value for Sequence Number has not been supplied
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Response is No for 'Does the subject have any abnormal findings?'' but data is present.
Please reconcile.

The Findings Area on the PE page is grey.
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Was Subject compliant
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21

NO

Please verify per diary subject smoke 3 per day.  therefore 21 should be entered for the
week.

please verify per CRF guidelines, diary data should be entered here.

confirmed subject reported to have smoked  3 cigarettes per day during wk 16

value taken from subject's wk 16 diary as per query

confirmed subject reported to have smoked  3 cigarettes per day during wk 16
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NO

Please verify per source that these are relevant findings and per guidelines only
relevant findings should be entered.
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These queries have been closed-resolved however they still show as active. Please advise

These queries have been closed-resolved however they still show as active. Please advise
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by cra.
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Value for Sequence Number has not been supplied

Answered. Please close query

Value has been removed and query was resolved. However, query is still  present. Please
advise.

Value has been removed and query was resolved. However, query is still  present. Please
advise.
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Data value changed. Disc no longer applicable.
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3

Please verify per check-in questionairre, the subject smoked 2-3 over the whole week.
Please verify 3 should be entered.

Please verify should be 21 as is for the entire week, not per day.

Please verify per check-in questionnaire subject smoked 3 cigarettes for the whole week.
Please verify "3 " should be entered.

Confirmed to be 3

per day

per query

Confirmed to be 3

per day
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Drug name
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1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.
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Resolved-Response Edited

Resolved-Response Edited

THERAGRAN M

TABLET

Please verify per source should be Theragran M

Please verify should be tablet, not mg, since this is a supplement consisiting of
mutliple vitamins.

changed to Theragran M

verified to tablet and not mg

verified to tablet and not mg
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ANTI DIARRHEAL

Is there any more information on this medication (brand, etc)?  If so, please add to
medication name.

3 attempts to contact subject for information on anti-diarreal medication have been
unanswered. No other information can be obtained.

Verified.  JLM 26Apr2010
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Please verify if "Yes" or "No" box should be checked vs. "Is Blank" box.  Refer to CRF
Guidelines.

Disregard query.  Page is correct as is.
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please verify per source subject took a con med.
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Resolved Date and Time is missing and Ongoing is null for Adverse Event <COLON POLYP>.
Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for COLON POLYP but Resolved Date and/or Time are
missing.  Please reconcile.
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