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Abc 123

Abc 123

CP_001

All statuses

All statuses

R3010

R3010

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
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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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R243004713

Page_10

CP_001

R3010 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
attemps) (7)
1

1993 AND 2000 NO AIDE

02-JUN-2009 17:11:32

Tricia Hunt

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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R243005113

Page_14

CP_001

R3010 Baseline, Week 0
14

Eco Page number 14 Baseline, Week 0

EX1

%COHb

ECO Level

1

1

2.8

14

02.8

014

01-MAY-2009 13:50:39

01-MAY-2009 13:50:39

Kyle Freadman

Kyle Freadman

PER QUERY

PER QUERY

Investigator
Correction

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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R243005213

Page_15

CP_001

R3010 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

1

1507

1510

02-JUN-2009 17:13:17

Tricia Hunt Updated per new
guidlines

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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R250275613

Page_21

CP_001

R3010 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

Date

1

22-APR-2009

05-MAY-2009

18-MAR-2010 18:15:25

Tricia Hunt

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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R266342713

Page_32

CP_001

R3010 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

Section Header

CHKYN

DCM Blank flag

Date

Was Behavioral
Counseling Given
(6)

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

1

1

1

1

1

1

1

N

07-AUG-2009

YES

YES

YES

YES

YES

Y

18-MAR-2010 19:18:12

18-MAR-2010 19:15:41

18-MAR-2010 19:15:41

18-MAR-2010 19:15:41

18-MAR-2010 19:15:41

18-MAR-2010 19:15:41

18-MAR-2010 19:15:41

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Cleared
infromation per DM

Cleared
infromation per DM

Cleared
infromation per DM

Cleared
infromation per DM

Key Change

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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R275047113

Page_34

CP_001

R3010 Fu, Week 28
34

Lb Page number 34 Fu, Week 28

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

NA

NO

09-NOV-2009 14:17:33

09-NOV-2009 14:17:33

Marilyn Mindolovich

Marilyn Mindolovich

Investigator
Correction

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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R250278213

Page_39

CP_001

R3010 Pcm
39

Pcm Page number 39 Pcm

CM1

Indication

1

CONTRICEPTION

CONTRACEPTION

20-OCT-2009 16:08:27

Marilyn Mindolovich

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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R250278613

Page_39

CP_001

R3010 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Dose

Start Date

Unit

1

1

1

20/25

00-AUG-2009

MILLIGRAMS

1

00-AUG-2008

TABLET

24-APR-2010 10:32:24

09-NOV-2009 14:18:55

24-APR-2010 10:32:24

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Data Entry Error

Investigator
Correction

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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R250279213

Page_39

CP_001

R3010 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

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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R250279613

Page_39

CP_001

R3010 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Indication

Indication

1

1

HEADACHES

HEADACHES -INCREASE IN
FREQUENCY

HEADACHES -INCREASE IN
FREQUENCY

HEADACHES -INCREASE IN
NUMBER OF

17-NOV-2009 15:37:13

17-NOV-2009 17:02:00

Marilyn Mindolovich

Heather Aiona

Investigator
Correction

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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R250280213

Page_40

CP_001

R3010 Ae
40

Ae Page number 40 Ae

AE1

Ongoing

Outcome to Date

Resolved Date

Resolved Time

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

RECOVERED

25-APR-2009

UNK

22-JAN-2010 14:32:50

20-OCT-2009 16:08:53

20-OCT-2009 16:08:53

20-OCT-2009 16:08:53

Tricia Hunt

Marilyn Mindolovich

Marilyn Mindolovich

Marilyn Mindolovich

Data Entry Error

Investigator
Correction

Investigator
Correction

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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R250280313

Page_40

CP_001

R3010 Ae.1

Ae Page number 40 Ae.1

AE1

Adverse Event

Onset Date

1

1

HEADACHE

16-MAR-2009

INCREASE IN NUMBER OF
HEADACHES

15-MAR-2009

15-JUN-2009 17:32:03

15-JUN-2009 17:32:03

Tricia Hunt

Tricia Hunt

Investigator
Correction

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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R250280513

Page_40

CP_001

R3010 Ae.2

CRF Header

DCI Blank Flag

1

N

Y

15-JUN-2009 17:31:43

Tricia Hunt

Investigator
Correction

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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R250280513

Page_40

CP_001

R3010 Ae.2

Ae Page number 40 Ae.2

AE1

Did the subject
experience any
adverse e
1

YES

NO

15-JUN-2009 17:31:25

Tricia Hunt

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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R275046113

Page_43

CP_001

R3010 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Body Temperature

Respiratory Rate

1

1

NA

NA

ND

ND

09-NOV-2009 14:34:59

09-NOV-2009 14:34:59

Marilyn Mindolovich

Marilyn Mindolovich

Investigator
Correction

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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R243004813

CP_001 R30101648799113

SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

NO

Please enter NE since there is no source to back up answer of No.

This query is no longer applicable.

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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R250275613

CP_001 R301084136111

IP, WEEK 8

STATUS REVIEW 21PAGE_21

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090505

Please verify date of Week 8 assessment (22Apr2009) as this is the date of Week 6
assessments.             If date is incorrect, please amend.         If date is correct,
please remove data and mark the page blank as it is outside the +/- 6 day window for the
scheduled timepoint.

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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R266342113

CP_001 R30101764583513

IP, WEEK 16

VS 26PAGE_26

Weight 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

200.1

Please add a footnote to source regarding rounding up for CRF entry purposes.

done

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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R266342313

CP_001 R30101764583813

IP, WEEK 16

ORAL HEALTH EXA 28PAGE_28

Procedure 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

EVIDENCE OF LEUKOPLAKIA

Please provide source.

Source found.

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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R266342413

CP_001 R30101764583913

IP, WEEK 16

PE 29PAGE_29

Date 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20090707

Please provide source.

Source found

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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R266342513

CP_001 R301084137711

IP, WEEK 16

QUESTIONNAIRES 30PAGE_30

MNWS 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please verify response of No. If correct, please provide an in-query comment to explain
why the survey was not given.

Per comment on MNWS " Subject failed to complete."

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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R266342613

CP_001 R30101764584013

IP, WEEK 16

DIARY 31PAGE_31

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090707

Please verify with source.

done

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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R275047113

CP_001 R30101779462813

FU, WEEK 28

LB 34PAGE_34

Requisition Number 1: 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NA

Please enter NA for requisition number and answer NO for CS question.

done

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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R250278613

CP_001

CP_001

R3010

R3010

106991311

1764584813

PCM.1

PCM.1

PCM

PCM

39

39

PAGE_39

PAGE_39

Dose

Start Date

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

1

200808

Combination drugs should be entered as # of tablets, etc.  Please update to 1 tablet or
appropriate dose and units.

Please verify start date.  Med. Hx states HTN started in Aug 2008.

Updated.

changed

Verfied.  JLM 26Apr2010

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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R250279613

CP_001 R30101764585513

PCM.4

PCM 39PAGE_39

Indication 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

HEADACHES -INCREASE IN NUMBER OF

Please add 'increase in frequency of' to indication of headaches to match the AE.

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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R250280213

CP_001

CP_001

CP_001

R3010

R3010

R3010

1764585213

20538711

71437911

AE

AE

AE

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Resolved Date 1

CURRENT

CURRENT

CURRENT

Confirmed

No Action Required

No Action Required

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20090425

Please provide stop date and outcome.

Outcome to Date is equal to  RECOVERED for UPPER RESPIRATORY TRACT INFECTION but Resolved
Date and/or Time are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <UPPER
RESPIRATORY TRACT INFECTION>.  Please either provide resolved date and time OR check
Ongoing.

done

Time resolved is UNK. Data is complete per source.

Resolved date and time are complete per source.

Time resolved is UNK. Data is complete per source.

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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R250280313

CP_001

CP_001

R3010

R3010

1700282113

1700283813

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <INCREASE IN
NUMBER OF HEADACHES>.  Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for INCREASE IN NUMBER OF HEADACHES but Resolved
Date and/or Time are missing.  Please reconcile.
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Respiratory Rate 1
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Confirmed
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Resolved-Response Edited

ND

Please enter ND instead of NA for temp and RR.
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