
   

CRF Report for Study E7694105
Report run by Brian Saari at 05-MAR-2013 11:53:52

Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4092

R4092

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















05.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





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

















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

Click here to navigate to discrepancy details for this CRF





25.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





26.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





27.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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





30.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





31.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





32.OS.1

OverFlow Section For Document Number R288814613

NO DOCUMENTATION THAT CONTACT WAS ATTEMPTED1



32.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF

















39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to 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.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





39.1.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





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









42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





43.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





44.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





45.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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R268241813

Page_05

P3880_0342

R4092 Screening
05

Bm Page number 5 Screening

BM

Date

1

09-OCT-1959

22-JUN-2009

24-MAR-2010 09:21:28

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R296662713

Page_09

P3880_0342

R4092 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

Sequence Number

1

1

1

1

1

1

1

2

08-JUL-2009

26-JUL-2009

SINUS INFECTION

ARTHRALGIA

1

2

3

<Row Deleted>

<Row Deleted>

<Row Deleted>

ARTHRALGIA KNEE PAIN

<Row Deleted>

<Row Deleted>

1

2

11-MAR-2010 14:23:07

11-MAR-2010 14:23:07

11-MAR-2010 14:23:07

11-MAR-2010 14:23:07

11-MAR-2010 14:23:07

11-MAR-2010 14:23:07

11-MAR-2010 14:23:07

11-MAR-2010 14:23:07

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

2

3->2;2->1

3->2;2->1

3->2;2->1

3->2;2->1

3->2;2->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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R268244813

Page_10

P3880_0342

R4092 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

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

UNK

19-JAN-2010 16:52:56

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R268247813

Page_16

P3880_0342

R4092 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

Section Header

CHKYN

DCM Blank flag

Approximately
how many
cigarettes did
th (11)

1

1

N

245

Y

280

24-MAR-2010 09:22:08

19-JAN-2010 16:54:09

Kim Freschly

Kim Freschly

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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R268247813

Page_16

P3880_0342

R4092 Sptp, Weeks 1-4
16

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

CHKYN

Approximately
how many
cigarettes did
th (10)

Date

1

1

210

30-JUL-2009

280

24-JUL-2009

24-MAR-2010 09:22:08

24-MAR-2010 09:22:08

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R268247813

Page_16

P3880_0342

R4092 Sptp, Weeks 1-4
16

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

CHKYN

Approximately
how many
cigarettes did
th (10)

Date

Was subject
reminded about
the complete (7)

1

1

1

280

18-AUG-2009

YES

210

30-JUL-2009

NO

24-MAR-2010 09:22:08

24-MAR-2010 09:22:08

24-MAR-2010 09:24:34

Kim Freschly

Kim Freschly

Kim Freschly

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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R268250613

Page_24

P3880_0342

R4092 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

1

280

210

280

210

UNK

19-JAN-2010 16:54:55

19-JAN-2010 16:56:06

11-MAR-2010 14:26:25

Kim Freschly

Kim Freschly

Kim Freschly

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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R288813813

Page_25

P3880_0342

R4092 Ip, Week 13
25

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 09:25:19

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288813813

Page_25

P3880_0342

R4092 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

If Subject was
not compliant,
approximat (5)
1

30

210

11-MAR-2010 14:27:34

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288813913

Page_26

P3880_0342

R4092 Ip, Week 16
26

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 09:26:05

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288814113

Page_27

P3880_0342

R4092 Ip, Week 16
27

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 09:26:33

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288814213

Page_28

P3880_0342

R4092 Ip, Week 16
28

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 09:26:42

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288814313

Page_29

P3880_0342

R4092 Ip, Week 16
29

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 09:26:52

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 11:53:56 91Page

R288814413

Page_30

P3880_0342

R4092 Ip, Week 16
30

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 09:27:02

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288814513

Page_31

P3880_0342

R4092 Ip, Week 16
31

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 09:27:08

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288814613

Page_32

P3880_0342

R4092 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

Section Header

DCM Blank flag

1

N

Y

24-MAR-2010 09:29:26

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288814613

Page_32

P3880_0342

R4092 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

Section Header

CHKYN

DCM Blank flag

DCM Blank flag

Comments
(contacted by
phone) (1)

Comments
(contacted by
phone) (1)

Date

Was Subject
contacted by
telephone (1)

1

1

1

1

1

1

N

Y

UNKNOWN

UNK

Y

N

NO DOCUMENTATION THAT
CONTACT WAS ATTEMPTED

ND

NO

25-JAN-2010 13:38:35

11-MAR-2010 14:28:24

16-MAR-2010 10:08:59

24-MAR-2010 09:29:26

16-MAR-2010 10:08:59

24-MAR-2010 09:29:26

Kim Freschly

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Key Change

Data Entry Error

Data Entry Error

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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R289814913

Page_39

P3880_0342

R4092 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Indication

1

KNEE PAIN

ARTHRALGIA KNEE PAIN

11-MAR-2010 14:29:54

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R289815213

Page_39

P3880_0342

R4092 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Indication

1

HELP SLEEP

INSOMNIA

11-MAR-2010 14:30:39

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R289815713

Page_39

P3880_0342

R4092 Pcm.3

Pcm Page number 39 Pcm.3

CM1

Indication

1

SLEEP HELP

INSOMNIA

11-MAR-2010 14:31:01

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R289816213

Page_39

P3880_0342

R4092 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Dose

1

1500

500

16-MAR-2010 10:12:03

Lana Glaser

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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R289817413

Page_42

P3880_0342

R4092 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Clinically
Significant
(additional) (2)

Comments

Date

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Name CS
Labs only

Were any
additional
Laboratory
evaluatio

1

1

1

1

1

1

1

NO

NO

28-DEC-2009

NA

YES

24-MAR-2010 09:27:54

24-MAR-2010 09:27:54

24-MAR-2010 09:27:54

24-MAR-2010 09:27:54

24-MAR-2010 09:27:54

24-MAR-2010 09:27:54

24-MAR-2010 09:27:54

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R289817613

Page_43

P3880_0342

R4092 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate
Unit

1

1

1

1

1

1

1

1

1

1

1

1

1

1006

36.8

C

28-DEC-2009

71

MMHG

65

BEATS/MINUTE

SEATED

16

BREATHS/MINUTE

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R289817613

Page_43

P3880_0342

R4092 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Were Vital Signs
Collected/Were
any addi (1)

1

1

1

NO

109

MMHG

YES

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

24-MAR-2010 09:28:13

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

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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R289817713

Page_44

P3880_0342

R4092 Additional Pe
44

CRF Header

DCI Blank Flag

1

Y

N

24-MAR-2010 09:28:43

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R289817813

Page_45

P3880_0342

R4092 Oral Health Exam
45

CRF Header

DCI Blank Flag

1

Y

N

24-MAR-2010 09:29:01

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R268241813

P3880_0342 R409289270611

SCREENING

BM 5PAGE_05

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090622

Please verify updating date from 09-Oct-1959 to 22-Jun-2009.

corrected

Discrepancy Detail Report
Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R268244813

P3880_0342 R409219332511

SCREENING

SMOKING HISTORY 10PAGE_10

If yes, how many (other attempts to quit 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

UNK

Source indicated Cold turkey but not how many times - pls indicate UNK

Subject had certified letter sent 9/23/09

Document #:
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Resolution Text:
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Visit Date:

Section:
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Qualifying Value:

Row:
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SCREENING

MH 9PAGE_09

Diagnosis/Procedure 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ARTHRALGIA KNEE PAIN

Please add Arthralgia to Med Hx source docuemnt.
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SPTP, WEEKS 1-4

STATUS REVIEW 16BPAGE_16

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090730

Please verify visit date.  If correct, Week 4 assessment occurred outside the +/- 6 day
window of the scheduled visit date. Please remove all Week 4 data and mark the Week 4
portion of this page blank.

Week 4 portion of CRF should contain 30-Jul-2009 data. Please mark question 6 as No.
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Section:
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P3880_0342

R4092

R4092

82815011

19332911

IP, WEEK 10

IP, WEEK 10

STATUS REVIEW

STATUS REVIEW

24

24

PAGE_24

PAGE_24

If Subject was not compliant, approximat 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

UNK

Please review if this should be UNK?  No data provided in source; diary date for week 10
does not match week 10 source date.

Please complete.  Week 9 diary date = date of week 10
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Visit:
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CRF:

Field:

Field:

Value Text:

Value Text:
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P3880_0342

P3880_0342

R4092

R4092

R4092

89278911

85475311

82819111

FU, WEEK 20 & 2

FU, WEEK 20 & 2

FU, WEEK 20 & 2

STATUS REVIEW

STATUS REVIEW

STATUS REVIEW

32.1

32.1

32.1

PAGE_32

PAGE_32

PAGE_32

Comments (contacted by phone)

Date

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NO DOCUMENTATION THAT CONTACT WAS ATTEMPTED

ND

If assessment did not occur, please mark 'No' for the first question only. Please add a
corresponding comment for why the assessment did not occur.

As there is no documentation for week 24, please indicate ND

Please document in the source if any attempts were made to contact the subject during
week 24.  Pls update the source docuemnts.
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PCM

PCM 39PAGE_39

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Stop Date is missing and 'Ongoing' field was not completed for <B COMPLEX>.  Please
provide Stop Date or enter 'checked' in the 'Ongoing' field.

stop date unknown
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Visit:
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Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:
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Visit Date:

Section:

Patient:
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Row:
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P3880_0342

R4092

R4092

82820711

71444211

PCM.1

PCM.1

PCM

PCM

39

39

PAGE_39

PAGE_39

Indication 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

ARTHRALGIA KNEE PAIN

Please review indication (should match med Hx terminology)

Stop Date is missing and 'Ongoing' field was not completed for <TOP CARE PAIN RELIEF>.
Please provide Stop Date or enter 'checked' in the 'Ongoing' field.

stop date unknown
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P3880_0342

R4092

R4092

82820811

71444311

PCM.2

PCM.2

PCM

PCM

39

39

PAGE_39

PAGE_39

Indication 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

INSOMNIA

Please review indication (should match med Hx terminology)

Stop Date is missing and 'Ongoing' field was not completed for <CLONAZEPAM>.  Please
provide Stop Date or enter 'checked' in the 'Ongoing' field.

stop date unknown

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:



Report run by Brian Saari at 05-MAR-2013 11:53:56 113Page

R289815713

P3880_0342

P3880_0342

R4092
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82821111
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PCM.3

PCM.3

PCM

PCM

39

39

PAGE_39

PAGE_39

Indication 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

INSOMNIA

Please review indication (should match med Hx terminology)

Stop Date is missing and 'Ongoing' field was not completed for <ROPINIROLE>.  Please
provide Stop Date or enter 'checked' in the 'Ongoing' field.

stop date unknown
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PCM.4

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

500

Please review if dosage is 500mg
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