
   

CRF Report for Study E7694105
Report run by Brian Saari at 05-MAR-2013 10:15:38

Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4058

R4058

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









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







04.OS.1

OverFlow Section For Document Number R260647713

NO REGULAR DENTAL CHECK-UPS, BRUSHES TEETH TWICE A DAY, HAS DENTURES1



04.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









12.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF













16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











20.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

























39.1.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







39.1.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





39.1.U7.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.U8.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.LINKS

Links to Discrepancy and Audit Sections

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

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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R260646213

Page_02

P3880_0342

R4058 Screening
02

Ic Page number 2 Screening

IE

Inclusion
Criteria Answer
6

YES

NO

06-JAN-2010 15:27:14

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



Report run by Brian Saari at 05-MAR-2013 10:15:42 76Page

R260647713

Page_04

P3880_0342

R4058 Screening
04

Elig Page number 4 Screening

IE

Category

Did the subject
meet all of the
inclusio

Exemption
Granted?

Explanation (1)

Explanation (1)

Explanation (1)

If Yes, Date
Granted

If Yes, Date
Granted

If Yes, Date
Granted

Inclusion/Exclus
ion No.

Category

1

1

1

1

1

1

1

1

1

1

2

YES

NO REGULAR DENTAL CHECK-
UPS, BRUSHES TEETH TWICE
A DAY, HAS DENTURES

NO REGULAR DENTAL CHECK-
UPS, BRUSHES TEETH TWICE
A DAY

13-AUG-2009

18-JUN-2009

I

NO

YES

NO REGULAR DENTAL CHECK-
UPS, BRUSHES TEETH TWICE
A DAY, HAS DENTURES

NO REGULAR DENTAL CHECK-
UPS, BRUSHES TEETH TWICE
A DAY

NO REGULAR DENTAL CHECK-
UPS, BRUSHES TEETH TWICE
A DAY, HAS DENTURES

13-AUG-2009

18-JUN-2009

13-AUG-2009

6

I

06-JAN-2010 15:27:39

06-JAN-2010 15:27:39

06-JAN-2010 15:27:39

06-JAN-2010 15:27:39

23-MAR-2010 10:02:41

18-MAY-2010 16:11:36

06-JAN-2010 15:27:39

04-MAR-2010 13:49:30

23-MAR-2010 10:01:38

06-JAN-2010 15:27:39

23-MAR-2010 10:02:41

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

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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R260647713

Page_04

P3880_0342

R4058 Screening
04

Elig Page number 4 Screening

IE

Category

Exemption
Granted?

Exemption
Granted?

Explanation (1)

Explanation (1)

If Yes, Date
Granted

If Yes, Date
Granted

If Yes, Date
Granted

Inclusion/Exclus
ion No.

Inclusion/Exclus
ion No.

2

2

2

2

2

2

2

2

2

2

I

YES

HAS DENTURES

18-JUN-2009

13-AUG-2009

6

<Row Deleted>

YES

<Row Deleted>

HAS DENTURES

<Row Deleted>

18-JUN-2009

13-AUG-2009

<Row Deleted>

6

<Row Deleted>

18-MAY-2010 16:11:36

23-MAR-2010 10:02:41

18-MAY-2010 16:11:36

23-MAR-2010 10:02:41

18-MAY-2010 16:11:36

23-MAR-2010 10:02:41

31-MAR-2010 12:09:33

18-MAY-2010 16:11:36

23-MAR-2010 10:02:41

18-MAY-2010 16:11:36

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

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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R296074813

Page_09

P3880_0342

R4058 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure
2

OCCCASIONAL HEADACHES

OCCASIONAL HEADACHES

26-APR-2010 14:08:11

Joanne Mccaigue Obvious spelling
correction.  JLM
26Apr2010

ODM/SEC

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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R288277913

Page_12

P3880_0342

R4058 Screening
12

Pe Page number 12 Screening

MH1

Findings

2

PTERYGIUM LEFT EYE
MEDICALLY
PTERYGIUM LEFT EYE
MEDIALLY

15-JAN-2010 10:56:22

Kim Freschly

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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R260663313

Page_16

P3880_0342

R4058 Sptp, Weeks 1-4
16

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

Section Header

DCM Blank flag

1

N

Y

23-MAR-2010 10:05:24

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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R260665913

Page_20

P3880_0342

R4058 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

Was Subject
compliant (4)
1

YES

NO

07-OCT-2009 16:38:05

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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R273354613

Page_31

P3880_0342

R4058 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

105

06-JAN-2010 15:29:56

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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R260670813

Page_39

P3880_0342

R4058 Pcm.3

Pcm Page number 39 Pcm.3

CM1

Dose

Indication

1

1

1

1

SUPPLEMENT

30-JUL-2009 10:35:36

06-JAN-2010 15:48:35

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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R260671913

Page_39

P3880_0342

R4058 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Dose

Unit

other, specify
(unit)

1

1

1

1

TABLET

400

OTHER

IU

30-JUL-2009 10:40:03

30-JUL-2009 10:40:03

30-JUL-2009 10:40:03

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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R286707113

Page_39

P3880_0342

R4058 Pcm.7

Pcm Page number 39 Pcm.7

CM1

other, specify
(unit)
1

CAPSULES

CAPLETS

04-MAR-2010 11:32:45

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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R286707713

Page_39

P3880_0342

R4058 Pcm.8

Pcm Page number 39 Pcm.8

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

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

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. 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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R286708813

Page_40

P3880_0342

R4058 Ae.1

CRF Header

DCI Blank Flag

1

N

Y

23-APR-2010 14:43:17

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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R286708813

Page_40

P3880_0342

R4058 Ae.1

Ae Page number 40 Ae.1

AE1

Action Taken

1

OTHER DRUG

NONE

04-MAR-2010 13:52:57

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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R260646213

P3880_0342

P3880_0342

R4058

R4058

1789567613

39644611

SCREENING

SCREENING

IC

IC

2

2

PAGE_02

PAGE_02

Inclusion Criteria Answer 6

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

NO

Please review if this should be NO, subject has waiver for no dental check-ups.

Response to Inclusion Criterion <06> is No.  Please verify response and ensure subject
eligibility page is completed as appropriate.

exemption granted 13AUG2009

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:



Report run by Brian Saari at 05-MAR-2013 10:15:42 90Page

R260647713

P3880_0342

P3880_0342

P3880_0342

R4058

R4058

R4058

1789567713

77629111

125845911

SCREENING

SCREENING

SCREENING

ELIG

ELIG

ELIG

4

4

4

PAGE_04

PAGE_04

PAGE_04

Did the subject meet all of the inclusio

If Yes, Date Granted

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NO

20090813

Please review, subject has waiver for no dental check-ups (inclusion #6)

Please refer to email granting allowance of dental exceptions to correct this date.

Please combine into the first line of data as both entries are in regards to Inclusion #6
and have the same waiver date (13-Aug-2009). Updated Explanation should be 'No regular
dental check ups, brushes teeth twice a day, has dentures'.

corrected

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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R260647713

P3880_0342

P3880_0342

R4058

R4058

141871511

141871611

SCREENING

SCREENING

ELIG

ELIG

4

4

PAGE_04

PAGE_04

CURRENT

CURRENT

Confirmed

Confirmed

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Exemption granted date <13-AUG-2009> for NO REGULAR DENTAL CHECK-UPS, BRUSHES TEETH TWICE
A DAY, HAS DENTURES is after date of Baseline, Week 0 Product Dispensation <11-JUN-2009>.
 Please verify date exemption granted.

Exemption granted date <13-AUG-2009> for NO REGULAR DENTAL CHECK-UPS, BRUSHES TEETH TWICE
A DAY, HAS DENTURES is after date of Baseline, Week 0 Product Dispensation <23-JUL-2009>.
 Please verify date exemption granted.

date is correct per source, it was issued after product dispensation

date is correct, exemption granted after product dispensation

Verified.  JLM 02Jun2010

Verified.  JLM 02Jun2010

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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R273354613

P3880_0342 R40581789568813

IP, WEEK 16

STATUS REVIEW 31PAGE_31

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please add amount from wk16 Diary, when available

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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R260670813

P3880_0342 R40581789569013

PCM.3

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

SUPPLEMENT

Please review indication

corrected

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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R260675713

P3880_0342 R40581789569313

PCM.6

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

VITAMIN E

Please add conmeds #8 and #9  Excedrin and Ibuprofen

added

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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R286707113

P3880_0342 R405877678711

PCM.7

PCM 39PAGE_39

other, specify (unit) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

CAPLETS

Per source, this is caplets.  Please confirm or correct?

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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P3880_0342 R405877679411

PCM.8

PCM 39PAGE_39

Indication 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

HEADACHE

Per source, the AE is headaches.  Please confirm or correct.

AE is headache per PI

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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R286708313

P3880_0342 R405835487311

AE

AE 40PAGE_40

Severity 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

Value for Severity has not been supplied

severity 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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R286708813

P3880_0342 R4058111377411

AE.1

AE 40PAGE_40

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Headaches are present as medical history.  Please verify this is a worsening of
condition.  If not, please remove event.

AE removed per PI, part of subject's med hx

Verified.  JLM 26Apr2010

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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R296797013

Page_39.1

P3880_0342

R4058 Pcm

39.1

Pcm Page number 39A Pcm

CRF

1

09-MAR-2010 11:28:22

Kim Freschly

Data Entry Error

0

Deleted CRFs Report
Document #:

Patient

Site

Visit

Visit Date

CRF

CRF Page #

Section Qualifying Prompt Qualifying Value Section Visit

Group # Group Name

Field
Row

Changed From
Changed To

On
By

Reason
Comment

Section Date




