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Abc 123

Abc 123

L0689282_2

All statuses

All statuses

R2001

R2001

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

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

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy











03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







05.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







07.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.OS.1

OverFlow Section For Document Number R239652513

MUSCLE ACHES AND INFLAMMATION IN BOTH LEGS1



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 R242085213

SUBJECT STATES COLD TURKEY IN 20051





11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





12.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







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

Click here to navigate to discrepancy details for this CRF







16.OS.1

OverFlow Section For Document Number R242083713

SUBJECT WITHDREW CONSENT1



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























26.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





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





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

Click here to navigate to discrepancy details for this CRF



















39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





39.1.U1.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







46.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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R239646413

Page_03

L0689282_2

R2001 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

20-MAY-2009 14:03:00

Amanda Lynn

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R239651513

Page_05

L0689282_2

R2001 Screening
05

Dm Page number 5 Screening

DM

Age

1 30

23-APR-2009 17:26:40

Joanne Numrich

Derivation

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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R239651513

Page_05

L0689282_2

R2001 Screening
05

Bm Page number 5 Screening

BM

Height

1 69.0

30-MAR-2009 11:14:09

Amanda Lynn

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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R239651913

Page_07

L0689282_2

R2001 Screening
07

Drgscr Page number 7 Screening

Section Header

DCM Blank flag

1

Y

N

09-APR-2009 14:16:23

Amanda Lynn

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R239652513

Page_09

L0689282_2

R2001 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

1

1

1

1

1

1

NO

00-FEB-2009

00-FEB-2009

MUSCLE ACHES AND
INFLAMMATION IN BOTH
LEGS

YES

01

10-JUN-2009 15:14:09

10-JUN-2009 15:14:09

10-JUN-2009 15:14:09

10-JUN-2009 15:12:44

10-JUN-2009 15:14:09

10-JUN-2009 15:14:09

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

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
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R239657013

Page_11

L0689282_2

R2001 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Date

Date

Date

Findings*

1

2

3

3

NE

05-MAR-2009

05-MAR-2009

05-MAR-2009

NO

30-MAR-2009 10:27:25

30-MAR-2009 10:27:25

30-MAR-2009 10:27:25

10-JUN-2009 15:15:35

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R239658113

Page_12

L0689282_2

R2001 Screening
12

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

29-JUL-2009 12:58:25

29-JUL-2009 12:58:41

Amanda Lynn

Amanda Lynn

Data Entry Error

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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R239658113

Page_12

L0689282_2

R2001 Screening
12

Pe Page number 12 Screening

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

Sequence Number

1

1

1

1

1

1

YES

NO

YES

2.5 INCH SCAR OVER RIGHT
KNEE

02

NO

YES

NO

NO

10-JUN-2009 15:16:58

10-JUN-2009 15:17:19

10-JUN-2009 15:17:24

29-JUL-2009 12:58:41

10-JUN-2009 15:17:24

10-JUN-2009 15:17:24

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

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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R239877913

Page_14

L0689282_2

R2001 Baseline, Week 0
14

Behavioral Coun Page number 14 Baseline, Week 0

EX1

Result

1 YES

31-MAR-2009 10:59:22

Amanda Lynn

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R239661513

Page_15

L0689282_2

R2001 Baseline, Week 0
15

Ex Page number 15 Baseline, Week 0

EX1

0.5 g of snus or
placebo logs
dispensed

1.0 g of snus or
placebo logs
dispensed

1

1

1

0

8

4

14-MAY-2009 08:29:23

14-MAY-2009 08:29:23

Amanda Lynn

Amanda Lynn

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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R242083713

Page_16

L0689282_2

R2001 Sptp, Weeks 1-4
16

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

Section Header

CHKYN

DCM Blank flag

Comments (how
many cigarettes)
(5)

Date

1

1

1

Y

SUBJECT STATED 7-10
CIGARETTES PER WEEK

13-MAR-2009

N

13-APR-2009

16-APR-2009 11:27:51

10-JUN-2009 15:18:24

06-MAY-2009 09:16:06

Cindy Riojas Prakop

Amanda Lynn

Amanda Lynn

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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R242914913

Page_26

L0689282_2

R2001 Ip, Week 16
26

CRF Header

DCI Blank Flag

1

Y

N

10-JUN-2009 15:29:25

Amanda Lynn

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R242915113

Page_27

L0689282_2

R2001 Ip, Week 16
27

CRF Header

DCI Blank Flag

1

Y

N

22-OCT-2009 14:04:33

Amanda Lynn

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R242915413

Page_28

L0689282_2

R2001 Ip, Week 16
28

CRF Header

DCI Blank Flag

1

Y

N

10-JUN-2009 15:33:53

Amanda Lynn

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R242915513

Page_29

L0689282_2

R2001 Ip, Week 16
29

CRF Header

DCI Blank Flag

1

Y

N

10-JUN-2009 15:34:32

Amanda Lynn

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R242915713

Page_30

L0689282_2

R2001 Ip, Week 16
30

CRF Header

DCI Blank Flag

1

Y

N

10-JUN-2009 15:34:50

Amanda Lynn

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R251879413

Page_31

L0689282_2

R2001 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

10

70

22-OCT-2009 14:06:06

Amanda Lynn

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R239879313

Page_39

L0689282_2

R2001 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Indication

1

1

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

500

MUSCLE ACHE AND
INFLAMATION IN BOTH LEGS

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

1000

MUSCLE ACHE AND
INFLAMMATION IN BOTH
LEGS

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

09-APR-2009 14:18:27

09-APR-2010 14:37:07

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Amanda Lynn

Joanne Mccaigue Obvious spelling
correction.  JLM
09Apr2010

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

ODM/SEC

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 15:12:25 94Page

R242888313

Page_39

L0689282_2

R2001 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Unit

other, specify
(unit)

1

1

OTHER

UNKNOWN

21-APR-2009 09:26:20

21-APR-2009 09:26:20

Amanda Lynn

Amanda Lynn

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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R242919813

Page_44

L0689282_2

R2001 Additional Pe
44

CRF Header

DCI Blank Flag

1

N

Y

21-APR-2009 10:44:40

Amanda Lynn

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R244937613

Page_46

L0689282_2

R2001 Study Competion
46

Ds Page number 46 Study Competion

DS

Date the subject
completed OR
withdrew f
1

13-APR-2009

18-MAY-2009

10-JUN-2009 15:37:24

Amanda Lynn

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R239646413

L0689282_2 R20011648280113

SCREENING

EC 3PAGE_03

Exclusion Criteria Answer 2

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

The response to this per CRF conventions (and confirmed with Joanne Numercih) for males
is = NO

Discrepancy Detail Report
Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R239651913

L0689282_2 R20011629436513

SCREENING

DRGSCR 7PAGE_07

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete drug screen results

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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R239652513

L0689282_2 R20011629466913

SCREENING

MH 9PAGE_09

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090305

Please have study manager review source documents for ConMed - Ibuprofen with no PE, Med
Hx or AE associated.

Please update MedHx to include indication for Ibuprofen.

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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R239657013

L0689282_2 R20011670530713

SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please update to 'No' per conventions - 01Jun09

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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R239661513

L0689282_2 R20011629439113

BASELINE, WEEK 

EX 15PAGE_15

0.5 g of snus or placebo logs dispensed 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

8

Please review how many Logs were dispensed.  The source maybe incorrect listing only 1
sachet dispensed.  This will be discussed with the project manager and study manager.

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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R242083713

L0689282_2 R20011648280813

SPTP, WEEKS 1-4

STATUS REVIEW 16BPAGE_16

Approximately how many cigarettes did th 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

10

When new conventions come out please refer to how to calculate # of cigarettes when
subject provides a range.  Then remove comment as well.

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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R242914913

L0689282_2 R20011670574413

IP, WEEK 16

VS 26PAGE_26

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Subject was an Early Term - All ET data should be recorded on week 16

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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R242915113

L0689282_2 R20011778031013

IP, WEEK 16

LB 27PAGE_27

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete this page per CRF guidelines

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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R251879413

L0689282_2 R20011778031213

IP, WEEK 16

STATUS REVIEW 31PAGE_31

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

70

Per return questionnaire, subject is smoking 10 per day, please recalculate amount.
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R239879313

L0689282_2 R20011629466513

PCM

PCM 39PAGE_39

Dose 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

1000

Please update dose to total daily dose (ie 2 x 500 = 1000)
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