
   

CRF Report for Study E7694105
Report run by Brian Saari at 05-MAR-2013 08:59:23

Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4016

R4016

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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03.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









10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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
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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









27.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







29.LINKS

Links to Discrepancy and Audit Sections

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





















39.1.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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
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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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R240581313

Page_03

P3880_0342

R4016 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

14-MAY-2009 16:07:54

Kim Freschly

Data Entry Error

1
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R240581713

Page_07

P3880_0342

R4016 Screening
07

Lb Page number 7 Screening

LB

Were the
scheduled
laboratory
samples ob
1

YES

23-APR-2009 11:58:17

Kim Freschly

Data Entry Error

1

Document #:
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Qualifying Prompt Qualifying Value Section Visit 
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R240582013

Page_10

P3880_0342

R4016 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
attemps) (7)

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

1

1

COLD TURKEY

1

19-JUN-2009 11:35:46

19-JUN-2009 11:35:46

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
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Comment
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R240582113

Page_11

P3880_0342

R4016 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

3

3

NO

NE

NE

NO

13-MAY-2009 11:30:58

19-JUN-2009 11:36:42

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

1

Document #:

Patient
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Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Changed To
Impact on
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On
By
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Comment
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R253820113

Page_20

P3880_0342

R4016 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

14

7

04-NOV-2009 15:49:54

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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R253820513

Page_24

P3880_0342

R4016 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

0

YES

7

NO

04-NOV-2009 15:50:22

04-NOV-2009 15:50:22

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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R277654913

Page_31

P3880_0342

R4016 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

14

16

04-JAN-2010 10:44:31

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
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R253820913

Page_39

P3880_0342

R4016 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

Indication

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

FLEXARIL

FLEXARIL

STRAINED BACK

M

MUSCULO-SKELETAL SYSTEM,
M

M03

MUSCLE RELAXANTS, M03

M03B

MUSCLE RELAXANTS,
CENTRALLY ACTING AGENTS,
M03B

M03BX

OTHER CENTRALLY ACTING
AGENTS, M03BX

FLEXERIL

FLEXERIL

BACK PAIN

CYCLOBENZAPRINE
HYDROCHLORIDE

00428402001

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

12-APR-2010 10:27:47

04-NOV-2009 16:01:59

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

Joanne Mccaigue

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
12Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Data Entry Error

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
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Comment
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R253820913

Page_39

P3880_0342

R4016 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Trade Name

Trade Name Code

1

1

FLEXERIL /00428402/

00428402002

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

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
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R253821013

Page_39

P3880_0342

R4016 Pcm.2

Pcm Page number 39 Pcm.2

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

ATC4 Code

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AX

OTHER ANTIHISTAMINES FOR
SYSTEMIC USE, R06AX

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02A

OPIOIDS, N02A

N02AA

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. 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
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Comment
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R253821013

Page_39

P3880_0342

R4016 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC4 Text

Drug Modified
Reported Term

Drug name

Indication

Preferred Term

Preferred Term

Preferred Term
Code

Preferred Term
Code

Trade Name

Trade Name

Trade Name Code

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

LORATAB

LORATAB

STRAINED BACK

LORATADINE

00917501001

LORATAB

00917501040

NATURAL OPIUM ALKALOIDS,
N02AA

LORTAB

LORTAB

BACK PAIN

VICODIN

00607101001

LORTAB /00607101/

00607101004

26-APR-2010 10:36:00

20-APR-2010 11:29:16

12-APR-2010 10:28:06

04-NOV-2009 16:02:09

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
12Apr2010

Class. Change

Data Change

ODM/SEC

Data Entry Error

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data 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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R253821313

Page_39

P3880_0342

R4016 Pcm.3

Pcm Page number 39 Pcm.3

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

ATC4 Code

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AX

OTHER ANTIHISTAMINES FOR
SYSTEMIC USE, R06AX

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02A

OPIOIDS, N02A

N02AA

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. 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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R253821313

Page_39

P3880_0342

R4016 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC4 Text

Drug Modified
Reported Term

Drug name

Indication

Preferred Term

Preferred Term

Preferred Term
Code

Preferred Term
Code

Trade Name

Trade Name

Trade Name Code

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

LORATAB

LORATAB

SPRAINED ANKLE

LORATADINE

00917501001

LORATAB

00917501040

NATURAL OPIUM ALKALOIDS,
N02AA

LORTAB

LORTAB

LEFT ANKLE SPRAIN

VICODIN

00607101001

LORTAB /00607101/

00607101004

26-APR-2010 10:36:00

20-APR-2010 11:29:16

12-APR-2010 10:28:16

04-NOV-2009 16:02:19

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
12Apr2010

Class. Change

Data Change

ODM/SEC

Data Entry Error

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data 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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R253821613

Page_39

P3880_0342

R4016 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Indication

1

SPRAINED ANKLE

LEFT ANKLE SPRAIN

04-NOV-2009 16:02:34

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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R240582113

P3880_0342 R40161672763413

SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please update to 'No' per CRF guidelines

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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R253820113

P3880_0342 R40161690577013

IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

7

Please use value from week 6 diary

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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R277654013

P3880_0342 R401618483711

IP, WEEK 16

LB 27PAGE_27

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090702

Unable to locate week 16 page 4 of 4 source documents to confirm blood collection.

Misisng source document

found and filed correctly in 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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R277654613

P3880_0342 R401636159211

IP, WEEK 16

PE 29PAGE_29

Does the subject have any abnormal findi 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

NO

Please add PE finding for week 16 only

no findings listed on 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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Deleted CRFs Report




