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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4110

R4110

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





















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





09.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

Click here to navigate to discrepancy details for this CRF





11.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 discrepancy details for this CRF





28.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

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





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





40.OS.1

OverFlow Section For Document Number R274376713

EMERGENCY ROOM VISIT, GALLBLADDER REMOVED1



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

















46.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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R274354713

Page_08

P3880_0342

R4110 Screening
08

Eg Page number 8 Screening

EG

Date

1

16-JUL-2009

10-JUL-2009

24-MAR-2010 10:18:41

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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R295705213

Page_09

P3880_0342

R4110 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

Ongoing

Ongoing

Sequence Number

Sequence Number

1

1

1

1

1

1

1

1

1

1

1

1

13-AUG-2009

07-SEP-2009

ABDOMNIAL PAIN -
QUESTIONABLE GALL
BLADDER DISEASE

YES

NO

1

<Row Deleted>

23-JUL-2009

<Row Deleted>

01-AUG-2009

<Row Deleted>

HEADACHES

NO

YES

<Row Deleted>

<Row Deleted>

1

17-MAR-2010 08:28:03

26-APR-2010 08:04:58

17-MAR-2010 08:28:03

26-APR-2010 08:04:58

17-MAR-2010 08:28:03

26-APR-2010 08:04:58

17-MAR-2010 08:28:03

26-APR-2010 08:04:58

17-MAR-2010 08:28:03

26-APR-2010 08:04:58

17-MAR-2010 08:28:03

26-APR-2010 08:04:58

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

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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R274357213

Page_10

P3880_0342

R4110 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit
(Pharmaceuticals
) (3)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

Comments
(pharmaceuticals
) (5)

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

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

If Yes, how many
(pharmaceuticals
) (4)

1

1

1

1

1

1

1

1

1

1

YES

NO

YES

NICODERM

HYPNOTIST

NICOTINE LOLLIPOP

1

1

NO

YES

NO

NICODERM, NICOTINE
LOLLIPOP

HYPNOTIST

2

1

24-MAR-2010 10:20:33

24-MAR-2010 10:20:33

24-MAR-2010 10:19:22

24-MAR-2010 10:19:22

24-MAR-2010 10:20:33

24-MAR-2010 10:20:33

24-MAR-2010 10:19:22

24-MAR-2010 10:19:22

24-MAR-2010 10:20:33

24-MAR-2010 10:19:22

Kim Freschly

Kim Freschly

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

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



Report run by Brian Saari at 05-MAR-2013 12:09:34 74Page

R274357213

Page_10

P3880_0342

R4110 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

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

1 24-MAR-2010 10:20:33

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
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R274372013

Page_31

P3880_0342

R4110 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

63

56

25-FEB-2010 11:35:28

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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R274373113

Page_39

P3880_0342

R4110 Pcm
39

Pcm Page number 39 Pcm

CM1

Ongoing

Stop Date

1

1

CHECKED

01-AUG-2009

21-JAN-2010 15:11:02

21-JAN-2010 15:11:02

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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R274374513

Page_39

P3880_0342

R4110 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Stop Date

1 23-JUL-2009

25-FEB-2010 11:36:25

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



Report run by Brian Saari at 05-MAR-2013 12:09:34 78Page

R274375113

Page_39

P3880_0342

R4110 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Stop Date

1 20-AUG-2009

25-FEB-2010 11:37:34

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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R274375313

Page_39

P3880_0342

R4110 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

HYDROCODONE/PAP

HYDROCODONE/PAP

R

RESPIRATORY SYSTEM, R

R05

COUGH AND COLD
PREPARATIONS, R05

R05D

COUGH SUPPRESSANTS EXCL.
COMB. WITH EXPECTORANTS,
R05D

R05DA

OPIUM ALKALOIDS AND
DERIVATIVES, R05DA

1-2

HYDROCODONE/APAP

HYDROCODONE/APAP

PROCET /01554201/

01554201001

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

25-FEB-2010 11:38:09

20-APR-2010 11:29:16

12-APR-2010 12:34:22

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

Kim Freschly

Carol Kraucyk

Joanne Mccaigue

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 Entry Error

Data Change

ODM/SEC

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

Reason

Comment
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R274375313

Page_39

P3880_0342

R4110 Pcm.3

Pcm Page number 39 Pcm.3

CM1

Stop Date

Trade Name

Trade Name Code

1

1

1

20-AUG-2009

HYDROCODONE W/APAP

01554201003

25-FEB-2010 11:38:09

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Kim Freschly

Carol Kraucyk

Carol Kraucyk

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
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R274376713

Page_40

P3880_0342

R4110 Ae
40

Ae Page number 40 Ae

AE1

Action Specify

Action Taken

1

1

OTHER DRUG

EMERGENCY ROOM VISIT,
GALLBLADDER REMOVED

OTHER TREATMENT

25-FEB-2010 11:40:12

25-FEB-2010 11:40:12

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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R274377313

Page_40

P3880_0342

R4110 Ae.1

CRF Header

DCI Blank Flag

1

N

Y

26-APR-2010 08:05:42

Lana Glaser

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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R274377313

Page_40

P3880_0342

R4110 Ae.1

Ae Page number 40 Ae.1

AE1

Adverse Event

1

HEADACHE

INTERMITTENT HEADACHE

09-MAR-2010 14:00:14

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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R274379513

Page_46

P3880_0342

R4110 Study Competion
46

Ds Page number 46 Study Competion

DS

AE specify

Reason for
withdrawal

1

1

ABDOMINAL PAIN

AE

WITHDRAWN

17-MAR-2010 13:50:57

17-MAR-2010 13:50:43

Lana Glaser

Lana Glaser

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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R274354713

P3880_0342 R411089706011

SCREENING

EG 8PAGE_08

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090710

Please verify date of ECG (16-Jul-2009) as it is inconsistent with all other Screening
assessments (10-Jul-2009). If incorrect, please update. If correct, please provide an in-
query comment to explain the deviation.

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:



Report run by Brian Saari at 05-MAR-2013 12:09:34 86Page

R274357213

P3880_0342

P3880_0342

R4110

R4110

89709011

89708911

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

Comments (other attemps)

Comments (pharmaceuticals)

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Hypnosis is classified as an other smoking cessation aid. Please remove all data
(hypnotist, 1 attempt) from other attempts to quit and add it to other smoking cessation
aids data (currently none).

Nicotine Lollipop (1 attempt) is an NRT. Please remove lollipop data from Pharmaceuticals
and add it to the existing NRT data (Nicoderm, 1 attempt).

corrected

corrected

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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R274357913

P3880_0342 R411058154211

SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

NO

Per source, "OTHER" is NE.  Please confirm with source and verify entry.

Monitor error.

Monitor error.

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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R274371013

P3880_0342

P3880_0342

P3880_0342

R4110

R4110

R4110

58162811

58162711

58162911

IP, WEEK 16

IP, WEEK 16

IP, WEEK 16

LB

LB

LB

27

27

27

PAGE_27

PAGE_27

PAGE_27

Requisition Number 1:

Were the scheduled laboratory samples ob

Were there any clinically significant la

1

1

1

CURRENT

CURRENT

CURRENT

No Action Required

No Action Required

No Action Required

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NA

YES

NO

If labs were drawn, would there be a requisition number?

Unable to verify this data; nko labs from 28Aug09 present in the source.

Please provide source; this data cannot be verified.

Monitor error.

Monitor error.

Monitor error.

Monitor error.

Monitor error.

Monitor error.

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:



Report run by Brian Saari at 05-MAR-2013 12:09:34 89Page

R274371313

P3880_0342 R411058163011

IP, WEEK 16

ORAL HEALTH EXA 28PAGE_28

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Per source, "OTHER" is NE.  Please review source and cofirm or correct this entry.

correct as entered

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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R274372013

P3880_0342 R411058164011

IP, WEEK 16

STATUS REVIEW 31PAGE_31

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

56

Per source, 28Aug09, the subject smoked 7-8 cigaretted a day this week.  Cannot confirm
the calculation for how many cigarettes were smoked this week. Please verify,
recalculate, or provide source for this calculation.  Thank you!

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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R274374513

P3880_0342 R411058175511

PCM.1

PCM 39PAGE_39

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please provide stop date if possible, or enter UNK.

Source  doc has missing data.  Please provide stop dates, or consider entering unknown.

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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R274375113

P3880_0342 R411058175911

PCM.2

PCM 39PAGE_39

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please provide stop date or enter UNK; source does not provide data.

Source  doc has missing data.  Please provide stop dates, or consider entering unknown.

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 05-MAR-2013 12:09:34 93Page

R274375313

P3880_0342

P3880_0342

P3880_0342

R4110

R4110

R4110

58176011

58176311

58176211

PCM.3

PCM.3

PCM.3

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL HEADER

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Please provide stop date or enter UNK; source is incomplete.

Per source, dose is 1 - 2 tablets as needed; please confirm and enter if you agree.

Per source, the dose is 1 or 2 tablets as needed.  Please confirm and provide dose if
this is appropriate.

Source  doc has missing data.  Please provide stop dates, or consider entering unknown.

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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OTHER TREATMENT

Per source, pain resolved following surgery.  Please confirm and correct as needed.
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Data value changed. Disc no longer applicable.
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Please review if subject withdrew consent or was withdrawn by the PI due to AE
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