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Abc 123

Abc 123

CP_001

All statuses

All statuses

R3020

R3020

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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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

Click here to navigate to discrepancy details for this CRF







11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

































25.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











29.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







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







33.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF









36.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







38.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.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.U1.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

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

Click here to navigate to discrepancy details for this CRF





39.1.U5.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





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 discrepancy details for this CRF





40.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





40.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF









43.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





43.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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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R248447713

Page_08

CP_001

R3020 Screening
08

Eg Page number 8 Screening

EG

ECG
Interpretation
1

ABNCS

NORM
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R248447913

Page_09

CP_001

R3020 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

3

3

HERIA GROIN (TYPE UNK)

HERNIA GROIN (TYPE UNK)

HERNIA GROIN (TYPE UNK)

HERNIA GROIN (TYPE
UNKNOWN)

16-JUN-2009 16:28:35

11-MAR-2010 13:04:25

Tricia Hunt

Tricia Hunt

Data Entry Error

Data Entry Error

2
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R248448613

Page_11

CP_001

R3020 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

16-JUN-2009 18:25:18

Tricia Hunt

CRA Correction

1
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R266123513

Page_25

CP_001

R3020 Ip, Week 13
25

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 18:44:45

Tricia Hunt
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R266123513

Page_25

CP_001

R3020 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

Comments (study
product
reviewed) (3)

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

1

1

YES

SUBJECT WAS NOT
DOCUMENTING PRODUCT USE

NO

28-AUG-2009 13:09:42

28-AUG-2009 13:09:42

Tricia Hunt

Tricia Hunt

Data Entry Error

Data Entry Error

1
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R266124313

Page_29

CP_001

R3020 Ip, Week 16
29

Pe Page number 29 Ip, Week 16

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

NO

YES

MILD LOWER BACK PAINS
LIMITING MOVEMENT

1

11-FEB-2010 12:29:45

11-FEB-2010 12:29:45

11-FEB-2010 12:29:45

Tricia Hunt

Tricia Hunt

Tricia Hunt

Data Entry Error

Row Inserted

Row Inserted

2
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Page_31

CP_001

R3020 Ip, Week 16
31

Diary Page number 31 Ip, Week 16

DRUGSCR

Date

Did subject
receive diary
and usage inst

1

1

24-AUG-2009

NO

28-AUG-2009

YES

09-NOV-2009 14:44:05

09-NOV-2009 14:44:05

Marilyn Mindolovich

Marilyn Mindolovich

Investigator
Correction
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Page_36

CP_001

R3020 Fu, Week 28
36

Pe Page number 36 Fu, Week 28

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

NO

YES

MILD LOWER BACK PAINS
LIMITING MOVEMENT
RESOLVED 02SEP2009

1

11-FEB-2010 13:34:03

11-FEB-2010 13:34:03

11-FEB-2010 13:34:03

Tricia Hunt

Tricia Hunt

Tricia Hunt

Data Entry Error

Row Inserted

Row Inserted

2
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Page_38

CP_001

R3020 Fu, Week 28
38

Status Review Page number 38 Fu, Week 28

CHKYN

If Subject was
not compliant,
approximat (5)
1

0 11-FEB-2010 13:37:33

Tricia Hunt
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R248450513

Page_39

CP_001

R3020 Pcm
39

Pcm Page number 39 Pcm

CM1

Start Date

1

00-00-1991

00-00-1990

16-JUN-2009 16:35:31

Tricia Hunt
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Page_39

CP_001

R3020 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

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
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Page_39

CP_001

R3020 Pcm.3

Pcm Page number 39 Pcm.3

CM1

Indication

1

UPPER RESPIRATORY
INFECTION
UPPER RESPIRATORY TRACT
INFECTION

16-JUN-2009 16:36:56

Tricia Hunt

Data Entry Error
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R266127913

Page_39

CP_001

R3020 Pcm.4

Pcm Page number 39 Pcm.4

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

DYSPEPSIA

A

ALIMENTARY TRACT AND
METABOLISM, A

A02

DRUGS FOR ACID RELATED
DISORDERS, A02

A02A

ANTACIDS, A02A

A02AC

CALCIUM COMPOUNDS, A02AC

DYSPEPSIA - EXACERBATION

CALCIUM CARBONATE

00108001001

TUMS /00108001/

00108001055

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

23-NOV-2009 13:21:15

26-APR-2010 10:36:00

26-APR-2010 10:36:00

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

Marilyn Mindolovich

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Investigator
Correction

Class. Change

Class. Change

Class. Change
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Page_39

CP_001

R3020 Pcm.5

Pcm Page number 39 Pcm.5

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug name

Drug name

1

1

1

1

1

1

1

1

1

1

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G02

OTHER GYNECOLOGICALS,
G02

G02C

OTHER GYNECOLOGICALS,
G02C

G02CC

ANTIINFLAMMATORY
PRODUCTS FOR VAGINAL
ADMINISTRAT., G02CC

NAPROSIN

NAPROSEN

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

NAPROSEN

NAPROSYN

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

21-OCT-2009 13:20:56

21-OCT-2009 14:12:25

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Heather Aiona

Marilyn Mindolovich

Data Change

Data Change

Data Change
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Data Change
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R248450913

Page_40

CP_001

R3020 Ae
40

Ae Page number 40 Ae

AE1

Ongoing

Outcome to Date

Resolved Date

Resolved Date

Resolved Time

1

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

UNJUN2009

RECOVERED

UNJUN2009

00-JUN-2009

UNK

21-OCT-2009 13:25:07

21-OCT-2009 13:25:07

21-OCT-2009 13:25:07

19-FEB-2010 11:22:08

21-OCT-2009 13:25:07

Heather Aiona

Heather Aiona

Heather Aiona

Tricia Hunt

Heather Aiona

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

1
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Page_40

CP_001

R3020 Ae.2

Ae Page number 40 Ae.2

AE1

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Ongoing

Onset Date

Outcome to Date

Preferred Term

Preferred Term
Code

Resolved Date

Resolved Time

1

1

1

1

1

1

1

1

1

1

1

1

1

CHECKED

26-MAY-2009

CONT WITH TREATMENT

GASTROINTESTINAL SIGNS
AND SYMPTOMS

10018012

DYSPEPTIC SIGNS AND
SYMPTOMS

10013949

DYSPEPSIA AGGRAVATED

10013947

22-MAY-2009

RECOVERED

DYSPEPSIA

10013946

00-JUL-2009

UNK

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

17-NOV-2009 16:41:42

20-APR-2010 16:13:10

11-FEB-2010 13:41:09

26-APR-2010 15:04:02

26-APR-2010 15:04:02

17-NOV-2009 16:41:42

17-NOV-2009 16:41:42

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Heather Aiona

Tricia Hunt

Tricia Hunt

Joanne Mccaigue

Joanne Mccaigue

Heather Aiona

Heather Aiona

Class. Change

Class. Change

Class. Change
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Page_40

CP_001

R3020 Ae.2

Ae Page number 40 Ae.2

AE1

System Organ
Class

System Organ
Class Code

1

1

GASTROINTESTINAL
DISORDERS

10017947

26-APR-2010 15:04:02

26-APR-2010 15:04:02

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change
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R266125213

Page_43

CP_001

R3020 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Actual Time

Body Temperature

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate

Heart Rate Unit

2

2

2

2

2

2

2

2

2

2

2

2

2

2

0924

ND

C

10-NOV-2009

097

MMHG

ND

BEATS/MINUTE

17-NOV-2009 14:29:20

17-NOV-2009 16:46:25

17-NOV-2009 14:29:20

17-NOV-2009 16:47:56

17-NOV-2009 14:29:20

17-NOV-2009 14:29:20

17-NOV-2009 14:29:20

17-NOV-2009 16:46:25

17-NOV-2009 14:29:20

17-NOV-2009 16:46:25

17-NOV-2009 14:29:20

17-NOV-2009 14:29:20

17-NOV-2009 16:47:56

17-NOV-2009 14:29:20

Diane Yann

Heather Aiona

Diane Yann

Heather Aiona

Diane Yann

Diane Yann

Diane Yann

Heather Aiona

Diane Yann

Heather Aiona

Diane Yann

Diane Yann

Heather Aiona

Diane Yann

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Investigator
Correction
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Page_43

CP_001

R3020 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Other, specify
(1)

Position
(Unscheduled)
(2)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

2

2

2

2

2

2

2

SEATED

ND

BREATHS/MINUTE

154

MMHG

17-NOV-2009 14:29:20

17-NOV-2009 14:29:20

17-NOV-2009 16:46:25

17-NOV-2009 14:29:20

17-NOV-2009 16:47:56

17-NOV-2009 14:29:20

17-NOV-2009 14:29:20

17-NOV-2009 16:46:25

17-NOV-2009 14:29:20

Diane Yann

Diane Yann

Heather Aiona

Diane Yann

Heather Aiona

Diane Yann

Diane Yann

Heather Aiona

Diane Yann

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name



Report run by Brian Saari at 06-MAR-2013 13:40:10 99Page

R278882413

Page_43

CP_001

R3020 Additional Vs.1

CRF Header

DCI Blank Flag

1

N

Y

23-FEB-2010 15:38:11

Tricia Hunt

Data Entry Error
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CP_001 R30201666204513

SCREENING

EG 8PAGE_08

ECG Interpretation 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NORM

Please verify ECG result entry.  ECG report has WNL listed.

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 06-MAR-2013 13:40:10 101Page
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CP_001 R30201666206713

SCREENING

MH 9PAGE_09

Diagnosis/Procedure 3

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

HERNIA GROIN (TYPE UNKNOWN)

Please update diagnosis/procedure to use full text rather than abbreviations (UNK).

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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IP, WEEK 16

PE 29PAGE_29

Does the subject have any abnormal findi 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Per guidelines please enter finding of low back pain.

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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CP_001

CP_001

R3020

R3020

77530011

1780571913

IP, WEEK 16

IP, WEEK 16

DIARY

DIARY

31

31

PAGE_31

PAGE_31

Date

Did subject receive diary and usage inst

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

20090828

YES

Please verify date of week 16 diary distribution (28-Aug-2009) as it is inconsistent with
all other assessments week 16 (24-Aug-2009). If incorrect, please update. If correct,
please provide an in-query comment to explain the deviation.

Per phone contact log, subject was mailed the diary on 28Aug2009.  Please enter this
information.

The diary was not dispensed during the week 16 visit in error, and was mailed to the
subject on 28Aug2009. The subject was notified by phone.

done

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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FU, WEEK 28

VS 33PAGE_33

Diastolic Blood Pressure 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

101

Value of 101 for Diastolic Blood Pressure above expected maximum of 100

correct as is - rechecked

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 06-MAR-2013 13:40:10 105Page
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CP_001 R302050171511

FU, WEEK 28

PE 36PAGE_36

Does the subject have any abnormal findi 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Per guidelines, please enter low backpain - resolved 02Sep2009, per AE 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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PCM

PCM 39PAGE_39

Start Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1990

Please verify start date.

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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PCM.3

PCM 39PAGE_39

Indication 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UPPER RESPIRATORY TRACT INFECTION

Please have AE and conmed indication listed with the same terminology.

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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R266127913

CP_001

CP_001

CP_001

R3020

R3020

R3020

1796613913

98544611

50170311

PCM.4

PCM.4

PCM.4

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Indication

Start Date

Stop Date

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

No Action Required

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

DYSPEPSIA - EXACERBATION

20090522

Please add ' exacerbation of' to dyspepsia.  Please also revise source con-med page to
reflect exacerbation of dyspepsia.

Please verify start date.  AE start date was not until 26May2009.

Per return questionnaire at week 28, subject states no medication were taken since last
visit.  Please review and amend CRF page as applicable.

Corrected start date of AE. AE start date is 22May2009 per source.

Left as ongoing per source.

Verified.  JLM 21Apr2010

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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CP_001

CP_001

CP_001

R3020

R3020

R3020

69047511

71052911

71441811

AE

AE

AE

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Resolved Date

Resolved Date

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

No Action Required

MANUAL

UNIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

200906

200906

Please enter date as 00-Jun-2009.

Value of 00-JUN-2009 for Resolved Date is an incomplete date or time

Outcome to Date is equal to  RECOVERED for GINGIVITIS but Resolved Date and/or Time are
missing.  Please reconcile.

Resolved date and time are 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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AE

AE 40PAGE_40

CURRENT

No Action Required

MULTIVARIATE

Resolved-Response Edited

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

Resolved date and time are complete per source.

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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R248451013

CP_001

CP_001

R3020

R3020

1660190713

1660190813

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 <UPPER
RESPIRATORY TRACT INFECTION>.  Please either provide resolved date and time OR check
Ongoing.

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

End date has already been provided.

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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CP_001

CP_001

CP_001

R3020

R3020

R3020

1794770413

1794884113

20529511

AE.2

AE.2

AE.2

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Resolved Date

Resolved Date

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

UNIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

200907

200907

Please add the resolution information, see source.

Value of 00-JUL-2009 for Resolved Date is an incomplete date or time

Resolved Date and Time is missing and Ongoing is null for Adverse Event <EXACERBATION
DYSPEPSIA>.  Please either provide resolved date and time OR check Ongoing.

completed

confirmed.  date is unkown per pt.

Changed outcome to recovered. Time and Day resolved are UNK. Information is correct 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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AE.2

AE 40PAGE_40

CURRENT

No Action Required

MULTIVARIATE

Resolved-Response Edited

Outcome to Date is equal to  RECOVERED for EXACERBATION DYSPEPSIA but Resolved Date
and/or Time are missing.  Please reconcile.

Resolved date and time are complete per source.

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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CP_001

CP_001

R3020

R3020

20540111

20529611

AE.3

AE.3

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Outcome to Date is equal to  RECOVERED for LOW BACK PAIN but Resolved Date and/or Time
are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <LOW BACK PAIN>.
Please either provide resolved date and time OR check Ongoing.

Time  resolved are UNK. Information is correct per source.

Time resolved are UNK. Information is correct per source.

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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ADDITIONAL VS

VS 43PAGE_43

Date 2

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20091110

Please add repeat BP from week 28 visit.

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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