
   

CRF Report for Study E7694105D
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Abc 123

Abc 123

CDB_001

All statuses

All statuses

R1036

R1036

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

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

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy







01.OS.1

OverFlow Section For Document Number R268501813

NUMBING WHERE THE SNUS IS PLACED.  MAYBE BECAUSE I'M NOT GIVING MY GUMS A BREAK
FROM IT.

1





02.OS.1

OverFlow Section For Document Number R268503213

A.STILL A LITTLE NUBMNESS-RELATED TO SNUS B.TOOK A MUSCLE RELAXER ON THE 11TH FOR
RIGHT SHOULDER PAIN (NOT RELATED TO SNUS)

1



02.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF











06.OS.1

OverFlow Section For Document Number R268507913

I HAD A WINDOW FALL ON MY ARM AND HAD THE METAL STICKING OUT- 7 STITCHES - HAD TO
SIT FOR 20 MINUTES FOR HR TO SHOW UP FOR WORK TO TAKE ME TO CLINIC.

1



06.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







08.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







10.OS.1

OverFlow Section For Document Number R273689513

HAVING A HARDER TIME SINCE SANDY DIED.  WHEN DRIVING IS WHEN I WOULD LIKE TO HAVE A
CIGARETTE.

1



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







































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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R268503213

Week_2

CDB_001

R1036 Week 2
02

Study Diary Page number 2 Week 2

DRUGSCR

6. I have
experienced the
following AEs
(3)

6. I have
experienced the
following AEs
(3)

1

1

A.  STILL A LITTLE
MUMBNESS  B.  TOOK A
MUSCLE RELAXER ON THE
11TH FOR RIGHT SHOULDER.

A.STILL A LITTLE
NUBMNESS B.TOOK A MUSCLE
RELAXER ON THE 11TH FOR
RIGHT SHOULDER PAIN (DO
NOT THINK THIS IS
RELATED TO SNUS

A.STILL A LITTLE
NUBMNESS B.TOOK A MUSCLE
RELAXER ON THE 11TH FOR
RIGHT SHOULDER PAIN (DO
NOT THINK THIS IS
RELATED TO SNUS

A.STILL A LITTLE
NUBMNESS-RELATED TO SNUS
B.TOOK A MUSCLE RELAXER
ON THE 11TH FOR RIGHT
SHOULDER PAIN (NOT
RELATED TO SNUS)

09-OCT-2009 15:47:28

10-FEB-2010 14:54:22

Sharon Daly

Christina Breedlove per query

Pass1

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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R268507913

Week_6

CDB_001

R1036 Week 6
06

Study Diary Page number 6 Week 6

DRUGSCR

6. I have
experienced the
following AEs
(3)
1

I HAD A WINDOW FALL ON
MY ARM AND HAD THE METAL
STICKING OUT- 7
STITCHES.  HAD TO SIT
FOR 20 MINUTES FOR HR TO
SHOE UP FOR WORK TO TAKE
ME TO CLINIC.
I HAD A WINDOW FALL ON
MY ARM AND HAD THE METAL
STICKING OUT- 7 STITCHES
- HAD TO  SIT FOR 20
MINUTES FOR HR TO SHOW
UP FOR WORK TO TAKE ME
TO CLINIC.

09-OCT-2009 15:52:36

Sharon Daly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R273689213

Week_8

CDB_001

R1036 Week 8
08

Study Diary Page number 8 Week 8

DRUGSCR

Date

1

23-OCT-2009

23-SEP-2009

31-DEC-2009 14:41:22

Sharon Daly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R273689513

Week_10

CDB_001

R1036 Week 10
10

Study Diary Page number 10 Week 10

DRUGSCR

2. I have smoked
on
average_cigarett
es p (1)
1

UNK

0

05-APR-2010 15:13:34

Christina Breedlove
Q#1 subject
answered that they
did not smoke. Q#
2 will be marked
zero, per query

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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R268503213

CDB_001

CDB_001

R1036

R1036

1767667213

1767009413

WEEK 2

WEEK 2

STUDY DIARY

STUDY DIARY

2

2

WEEK_2

WEEK_2

6. I have experienced the following AEs 1

CURRENT

CURRENT

Due Diligence

No Action Required

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

A.STILL A LITTLE NUBMNESS-RELATED TO SNUS B.TOOK A MUSCLE RELAXER ON THE 11TH FOR RIGHT
SHOULDER PAIN (NOT RELATED TO SNUS)

Please indicate that the subject felt numbness was related to snus and the muscle relaxer
for right shoulder was not, as outlined in guidelines.

Please indicate for shoulder that the subject does not believe this was related to snus
use.

per query

per query

Discrepancy Detail Report
Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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R268507913

CDB_001 R10361767015413

WEEK 6

STUDY DIARY 6WEEK_6

6. I have experienced the following AEs 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

I HAD A WINDOW FALL ON MY ARM AND HAD THE METAL STICKING OUT- 7 STITCHES - HAD TO  SIT
FOR 20 MINUTES FOR HR TO SHOW UP FOR WORK TO TAKE ME TO CLINIC.

please verify in comment 'shoe' should be 'show'.

verified

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:



Report run by Brian Saari at 21-FEB-2013 12:41:48 46Page

R273689213

CDB_001 R103621184211

WEEK 8

STUDY DIARY 8WEEK_8

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090923

Please verify date per source.

23-SEP-2009

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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R273689513

CDB_001 R103695633911

WEEK 10

STUDY DIARY 10WEEK_10

2. I have smoked on average_cigarettes p 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

0

Please verify response to Questions 1 and 2. Response to Question 1 (correct) indicates
Question 2 should be 0.

per query

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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Deleted CRFs Report




