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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4047

R4047

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















05.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







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.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.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





17.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

































32.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 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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R260167413

Page_05

P3880_0342

R4047 Screening
05

Dm Page number 5 Screening

DM

Gender

1

FEMALE

MALE

14-JAN-2010 14:56:50

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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R260167813

Page_07

P3880_0342

R4047 Screening
07

Lb Page number 7 Screening

LB

Date

Requisition
Number 1: (1)

Requisition
Number 2 (if
applicable): (2)

1

1

1

13-MAY-2009

9133-7953

9133-7954

21-APR-2009

9111-4905

9111-4906

14-JAN-2010 14:57:39

04-MAR-2010 10:59:51

04-MAR-2010 10:59:51

Kim Freschly

Lana Glaser

Lana Glaser

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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R295560813

Page_09

P3880_0342

R4047 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

1

00-00-1962

25-FEB-1962

26-MAR-2010 14:30:44

Lana Glaser

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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R260169513

Page_16

P3880_0342

R4047 Sptp, Weeks 1-4
16

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

Section Header

CHKYN

DCM Blank flag

Approximately
how many
cigarettes did
th (10)

Approximately
how many
cigarettes did
th (10)

Approximately
how many
cigarettes did
th (10)

Comments
(contacted by
phone) (1)

Date

Was Behavioral
Counseling Given
(6)

Was Subject's
smoking status
reviewed (2)

1

1

1

1

1

1

1

1

N

UNK

105

NO

NO

Y

UNK

105

UNABLE TO CONTACT
SUBJECT

ND

23-MAR-2010 09:17:18

28-JUL-2009 14:26:11

14-JAN-2010 14:59:45

18-MAR-2010 17:25:58

18-MAR-2010 17:27:08

28-JUL-2009 14:25:57

18-MAR-2010 17:25:58

18-MAR-2010 17:25:58

Kim Freschly

Kim Freschly

Kim Freschly

Lana Glaser

Lana Glaser

Kim Freschly

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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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R260169513

Page_16

P3880_0342

R4047 Sptp, Weeks 1-4
16

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

CHKYN

Was Subject's
use of study
product revie
(3)
1

NO 18-MAR-2010 17:25:58

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
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R260169513

Page_16

P3880_0342

R4047 Sptp, Weeks 1-4
16

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

Section Header

CHKYN

DCM Blank flag

Approximately
how many
cigarettes did
th (10)

Date

Was Behavioral
Counseling Given
(6)

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

Was Subject's
use of study
product revie
(3)

Was subject
reminded about
the complete (7)

1

1

1

1

1

1

1

1

N

105

17-JUN-2009

YES

YES

YES

YES

YES

Y

ND

NO

23-MAR-2010 09:17:18

18-MAR-2010 17:31:35

18-MAR-2010 17:31:35

18-MAR-2010 17:31:35

18-MAR-2010 17:31:35

18-MAR-2010 17:31:35

18-MAR-2010 17:31:35

18-MAR-2010 17:31:35

Kim Freschly

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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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R260169913

Page_17

P3880_0342

R4047 Ip, Week 6
17

Vs Page number 17 Ip, Week 6

VS

Date

1

25-JUL-2009

25-JUN-2009

18-MAR-2010 17:28:29

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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R288130713

Page_32

P3880_0342

R4047 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

CHKYN

Comments
(contacted by
phone) (1)
1

UNABLE TO REACH SUBJECT

18-MAR-2010 17:30:06

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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R260172413

Page_39

P3880_0342

R4047 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

1

1

1

1

1

1

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C05

VASOPROTECTIVES, C05

C05A

AG.FOR TREATM.OF
HEMORRH.AND ANAL
FISS.FOR TOP.USE, C05A

C05AD

C

N

CARDIOVASCULAR SYSTEM, C

NERVOUS SYSTEM, N

C05

N01

VASOPROTECTIVES, C05

ANESTHETICS, N01

C05A

N01B

AG.FOR TREATM.OF
HEMORRH.AND ANAL
FISS.FOR TOP.USE, C05A

ANESTHETICS, LOCAL, N01B

C05AD

N01BA

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

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

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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R260172413

Page_39

P3880_0342

R4047 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC4 Text

ATC4 Text

Dose

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

Unit

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

LOCAL ANESTHETICS, C05AD

NOVACAINE

NOVACAINE

LOCAL ANESTHETICS, C05AD

ESTERS OF AMINOBENZOIC
ACID, N01BA

UNK

NOVOCAINE

NOVOCAINE

PROCAINE HYDROCHLORIDE

00083402001

NOVOCAINE

00083402039

OTHER

INJECTION

26-APR-2010 12:25:24

26-APR-2010 14:24:56

14-JAN-2010 15:06:26

26-APR-2010 12:25:24

26-APR-2010 12:14:51

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

04-MAR-2010 13:19:52

04-MAR-2010 13:19:52

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Lana Glaser

Obvious spelling
correction.  JLM
26Apr2010

Data Change

Class. Change

Data Entry Error

Data Change

ODM/SEC

Data Change

Data Change

Data Change

Data Change

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
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R260167413

P3880_0342 R40471747901013

SCREENING

DM 5PAGE_05

Gender 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

MALE

Please review

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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R260167813

P3880_0342

P3880_0342

P3880_0342

R4047

R4047

R4047

1747906113

77494111

77494211

SCREENING

SCREENING

SCREENING

LB

LB

LB

7

7

7

PAGE_07

PAGE_07

PAGE_07

Date

Requisition Number 1:

Requisition Number 2 (if applicable):

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20090421

9111-4905

9111-4906

Please enter 4/21/09 data here and record 5/13 data on additional CRF pages

Please confirm with source, this date is 9111-4905 or 9133-7953?  Please confirm or
correct.

Please confirm with source, this date is 9111-4906 or 9133-7954?  Please confirm or
correct.

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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R295560813

P3880_0342 R404787078011

SCREENING

MH 9PAGE_09

Date of Onset 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

19620225

If this is a condition the subject was born with, please update onset date to equal date
of birth.

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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R260169913

P3880_0342 R404787080611

IP, WEEK 6

VS 17PAGE_17

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090625

Please verify date of Week 6 Vitals (25-JUL-2009) as it is inconsistent with all other
Week 6 assessments (25-JUN-2009). If incorrect, please update. If correct, please provide
an in-query comment to explain the deviation.

date 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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R288130713

P3880_0342 R404787080811

FU, WEEK 20 & 2

STATUS REVIEW 32.1PAGE_32

Comments (contacted by phone) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UNABLE TO REACH SUBJECT

Please provide a comment to explain why assessment was not done.

comment 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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R260172413

P3880_0342

P3880_0342

P3880_0342

R4047

R4047

R4047

77439711

77418711

78107211

PCM.2

PCM.2

PCM.2

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Drug name

Indication

Unit

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

No Action Required

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NOVOCAINE

MOLE REMOVAL

OTHER

Please confirm that there are 4 con meds in source; only 3 are entered?  Please add
Loratadine.

Please check other - specify UNK

added loratadine

Please add mole removal as an AE.  Con Med is listed.

Monitor reconsidered per colleague.

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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P3880_0342 R40471747926213

PCM.2

PCM 39PAGE_39

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please update when source is updated

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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R296787013

P3880_0342 R404799101111

PCM.3

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ALLERGIES

Allergies is not captured on medical history.  Please verify adding.

per PI subject's history of allergies is not relevant to study

Verified.  JLM 21Apr2010

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




