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Abc 123

Abc 123

CP_001

All statuses

All statuses

R3006

R3006

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













04.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







06.LINKS

Links to Discrepancy and Audit Sections

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





08.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





09.OS.1

OverFlow Section For Document Number R240263013

NASAL/SINUS CONGESTION DUE TO ALLERGIES1



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





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 audit history for this CRF











14.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





15.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

Click here to navigate to discrepancy details for this CRF













21.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









24.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











28.OS.1

OverFlow Section For Document Number R266302413

INSIDE RIGHT UPPER CHEEK WITH HEALING LEUKOPLAKIA 1X3CM1









31.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









34.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

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

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

Click here to navigate to discrepancy details for this CRF





39.1.U6.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.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





39.1.U9.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.U10.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.U15.LINKS

Links to Discrepancy and Audit Sections

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 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





40.U4.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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R240262313

Page_07

CP_001

R3006 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)
1

NA

02-JUN-2009 15:57:44

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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R240262313

Page_07

CP_001

R3006 Screening
07

Drgscr Page number 7 Screening

DRUGSCR

Result

1

NEGATIVE

POSITIVE

14-MAY-2009 11:12:01

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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R240263013

Page_09

CP_001

R3006 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure
10

ACHES BILAT SHOULDERS

ACHES BILATERAL
SHOULDERS

11-MAR-2010 12:30:44

Tricia Hunt

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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R240303213

Page_10

CP_001

R3006 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
cessation aids)
(4)
1

NO

14-MAY-2009 12:29:40

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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R240304513

Page_11

CP_001

R3006 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Date

Date

Date

1

2

3

25-FEB-2009

25-FEB-2009

25-FEB-2009

02-APR-2009 15:56:36

02-APR-2009 15:56:36

02-APR-2009 15:56:36

Tricia Hunt

Tricia Hunt

Tricia Hunt

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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R240304813

Page_14

CP_001

R3006 Baseline, Week 0
14

Eco Page number 14 Baseline, Week 0

EX1

%COHb

ECO Level

1

1

1.9

8

01.9

008

01-MAY-2009 13:31:55

01-MAY-2009 13:31:55

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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R240305013

Page_15

CP_001

R3006 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

1

1035

1038

17-JUN-2009 16:44:31

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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R244420413

Page_16

CP_001

R3006 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)
1

60-70

70

17-JUN-2009 17:46:17

Tricia Hunt New information

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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R243751713

Page_21

CP_001

R3006 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

Comments (HDYF)
(8)
1

AE'S REVIEWED 17-JUN-2009 17:47:18

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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R246515413

Page_24

CP_001

R3006 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

Comments (how
many cigarettes)
(5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

1

SENSE WEEK 8 CALL

10-11

11

11

6

18-MAR-2010 18:24:33

17-JUN-2009 17:48:02

18-MAR-2010 18:24:33

Tricia Hunt

Tricia Hunt

Tricia Hunt

New information

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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R266302713

Page_31

CP_001

R3006 Ip, Week 16
31

Diary Page number 31 Ip, Week 16

DRUGSCR

Did subject
receive diary
and usage inst
1

YES

31-AUG-2009 16:30:57

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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R274825213

Page_34

CP_001

R3006 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 14:14:19

09-NOV-2009 14:14:19

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



Report run by Brian Saari at 06-MAR-2013 13:24:41 115Page

R240316313

Page_39

CP_001

R3006 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

Drug Modified
Reported Term

Drug name

Indication

Ongoing

Preferred Term

1

1

1

1

1

1

1

1

1

1

1

1

1

AMLODIPINE BESYL

AMLODIPINE BESYL

HTN

CHECKED

C

CARDIOVASCULAR SYSTEM, C

C08

CALCIUM CHANNEL
BLOCKERS, C08

C08C

SELECTIVE CALC.CHANNEL
BLOCK. W/MAINLY VASC.
EFF., C08C

C08CA

DIHYDROPYRIDINE
DERIVATIVES, C08CA

AMLODIPINE BESYLATE

AMLODIPINE BESYLATE

HYPERTENSION

AMLODIPINE BESILATE

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

09-APR-2010 15:27:50

20-APR-2010 15:03:45

17-JUN-2009 17:48:49

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Tricia Hunt

Tricia Hunt

Carol Kraucyk

Obvious spelling
correction.  JLM
09Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Data Entry Error

Data Entry Error

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



Report run by Brian Saari at 06-MAR-2013 13:24:41 116Page

R240316313

Page_39

CP_001

R3006 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Preferred Term
Code

Stop Date

Trade Name

Trade Name Code

1

1

1

1

00972402001

09-APR-2009

AMLODIPINE BESYLATE

00972402020

20-APR-2010 11:39:56

17-JUN-2009 17:48:49

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Tricia Hunt

Carol Kraucyk

Carol Kraucyk

Data Change

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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R240316513

Page_39

CP_001

R3006 Pcm.3

Pcm Page number 39 Pcm.3

CM1

Ongoing

Stop Date

1

1

CHECKED

09-APR-2009

17-JUN-2009 17:49:51

17-JUN-2009 17:49:51

Tricia Hunt

Tricia Hunt

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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R240316713

Page_39

CP_001

R3006 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Indication

Ongoing

Start Date

Stop Date

Stop Date

1

1

1

1

1

HTN

CHECKED

23-FEB-2009

09-APR-2009

HYPERTENSION

00-JAN-2009

09-APR-2009

21-FEB-2009

20-APR-2010 15:04:28

14-MAY-2009 16:41:41

14-MAY-2009 16:41:41

14-MAY-2009 16:41:41

17-JUN-2009 17:50:31

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Data Entry Error

Validation Status
changed

Data Entry Error

Validation Status
changed

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 06-MAR-2013 13:24:41 119Page

R240316913

Page_39

CP_001

R3006 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

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

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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R240317013

Page_39

CP_001

R3006 Pcm.6

Pcm Page number 39 Pcm.6

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

Dose

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

Unit

Unit

1

1

1

1

1

1

1

1

1

1

1

1

1

500/25

MILLIGRAMS

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

1

TYLENOL PM /01088101/

01088101001

DIPHENHYDRAMINE
W/PARACETAMOL

01088101004

MILLIGRAMS

TABLET

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

14-MAY-2009 17:13:20

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

02-APR-2009 18:00:38

14-MAY-2009 17:13:20

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Tricia Hunt

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Tricia Hunt

Tricia Hunt

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

CRA Correction

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

CRA 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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R240317113

Page_39

CP_001

R3006 Pcm.7

Pcm Page number 39 Pcm.7

CM1

Dose

Unit

other, specify
(unit)

1

1

1

1

TABLET

2000

OTHER

IU

14-MAY-2009 16:45:40

14-MAY-2009 16:45:40

14-MAY-2009 16:45:40

Tricia Hunt

Tricia Hunt

Tricia Hunt

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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R240317213

Page_39

CP_001

R3006 Pcm.8

Pcm Page number 39 Pcm.8

CM1

Dose

Unit

1

1

1

TABLET

1000

MILLIGRAMS

14-MAY-2009 16:46:41

14-MAY-2009 16:46:41

Tricia Hunt

Tricia Hunt

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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R240317313

Page_39

CP_001

R3006 Pcm.9

Pcm Page number 39 Pcm.9

CM1

Dose

Unit

1

1

1

TABLET

500

MILLIGRAMS

14-MAY-2009 16:47:21

14-MAY-2009 16:47:21

Tricia Hunt

Tricia Hunt

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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R240317413

Page_39

CP_001

R3006 Pcm.10

Pcm Page number 39 Pcm.10

CM1

Dose

other, specify
(unit)

1

1

1

CAP

200

IU

14-MAY-2009 16:48:09

14-MAY-2009 16:48:09

Tricia Hunt

Tricia Hunt

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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R246513413

Page_40

CP_001

R3006 Ae.2

Ae Page number 40 Ae.2

AE1

Ongoing

Outcome to Date

Outcome to Date

Resolved Date

Resolved Time

1

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

CONT WITHOUT TREATMENT

RECOVERED

23-JUN-2009

UNK

19-OCT-2009 17:46:34

14-MAY-2009 12:03:10

19-OCT-2009 17:46:34

19-OCT-2009 17:46:34

19-OCT-2009 17:46:34

Marilyn Mindolovich

Tricia Hunt

Marilyn Mindolovich

Marilyn Mindolovich

Marilyn Mindolovich

Investigator
Correction

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
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By
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R240257713

CP_001 R30061626128013

SCREENING

ELIG 4PAGE_04

Did the subject meet all of the inclusio 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

YES

Please change yes to no and enter explanation information regarding this subject's +UDS
at screening.

Per Dr. Dixon because the subject has a valid prescription this is not an exclusion

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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R240259813

CP_001 R30061626128213

SCREENING

VS 6PAGE_06

Heart Rate 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

101

Please enter repeat vitals on additiona VS page.

Added repeat vitals

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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R240262313

CP_001 R30061648801113

SCREENING

LB 7PAGE_07

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NA

Please enter NA for requisition #

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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R240262313

CP_001

CP_001

R3006

R3006

1626128113

1660191913

SCREENING

SCREENING

DRGSCR

DRGSCR

7

7

PAGE_07

PAGE_07

Result 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

POSITIVE

Please change no to yes, since this subject had a + UDS at screening.

Urine drug screen result is Positive.  Please verify result and subject eligibility.

A waiver was grated. Also a clarification that sense the subject had a valid Rx for the
positive test it was not an exclusion because the exclusion states "illicit drug use"

Subject qualified for study based due to having a valid Rx for the positive drug test.
Only illicit drugs are an exclusion.

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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R240262713

CP_001 R30061626128913

SCREENING

EG 8PAGE_08

ECG Interpretation 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NORM

Please verify entry,  ECG has sinus tachcardia listed.  Should entry be Abnormal NCS?

Dr. Yuen selected WNL. I will have him reassess and will update if necessary.

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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R240263013

CP_001 R300674033911

SCREENING

MH 9PAGE_09

Diagnosis/Procedure 10

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ACHES BILATERAL SHOULDERS

Please verify that Bilat indicates bilateral. If correct, please update
diagnosis/procedure to 'Aches Bilateral Shoulders'. If incorrect, please amend term so as
not to include an abbreviation.

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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R240303213

CP_001

CP_001

R3006

R3006

1626129513

1626129813

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Per source, this should be No. Subject has never attempted ot quit smoking.  Please
verify.

Please answer question.  Per source this subject has never attempted to quit smoking
during her smoking history

Confirmed.

Confirmed updated answer.

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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R240305013

CP_001 R30061667686213

BASELINE, WEEK 

SC 15PAGE_15

Actual Time 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1038

Please enter 1038 as the time.

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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R244420413

CP_001 R30061667686313

SPTP, WEEKS 1-4

STATUS REVIEW 16PAGE_16

Approximately how many cigarettes did th 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

70

Please use the upper limit of the range as the CRF entry.

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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R243751713

CP_001 R30061667688613

IP, WEEK 8

STATUS REVIEW 21PAGE_21

Comments (HDYF) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Please verify that this comment needs to be here.  If not please delete comment.

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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R246515413

CP_001

CP_001

R3006

R3006

84035411

1667688813

IP, WEEK 10

IP, WEEK 10

STATUS REVIEW

STATUS REVIEW

24

24

PAGE_24

PAGE_24

Comments (how many cigarettes)

If Subject was not compliant, approximat

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

6

Please clarify result and comment. Number of cigarettes smoked in the past week should be
entered.

Please enter the upper number in the range for CRF purposes.

Information obtained on week 10 study product diary. Subject documented 6 cigarettes.

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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R274825213

CP_001 R30061779453113

FU, WEEK 28

LB 34PAGE_34

Requisition Number 1: 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NA

Please enter NA and answere CS questions with a NO.

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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R240316313

CP_001

CP_001

R3006

R3006

98542611

1648802013

PCM.1

PCM.1

PCM

PCM

39

39

PAGE_39

PAGE_39

Indication

Stop Date

1

1

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

HYPERTENSION

20090409

Please update to 'Hypertension'

The subject ran out of this med. on 09Apr09.  Please enter stop date and if subject
restarted this medication, please start a new page with the new start date.

Complete

Verified.  JLM 21Apr2010

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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R240316513

CP_001

CP_001

R3006

R3006

1683163413

1648802113

PCM.3

PCM.3

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Stop Date

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

SIMVASTATIN

20090409

Per progress note, this was restarted on 13Apr09.  Please verify and enter.

Subject ran out of this med. on 09Apr09 and restarted on 13Apr09, please enter stop date
on this page and enter the med with new start date on a separate con .med page.

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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R240316713

CP_001

CP_001

CP_001

R3006

R3006

R3006

98542711

1637953713

1637953613

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

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

HYPERTENSION

200901

20090221

Please update to Hypertension for clarity.

Please update start date.

Stop date in source is 21Feb09, please verify.

Complete

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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R240316913

CP_001 R300698542811

PCM.5

PCM 39PAGE_39

Start Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

1955

Medical history has headaches with start dates of 1962 and 2007.  Please reconcile start
dates of MH and medication.

The dates are correct on both the medical hx and the con med sheet. Please advise.

Will have to leave as is.  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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R240317013

CP_001

CP_001

R3006

R3006

1637954013

98543011

PCM.6

PCM.6

PCM

PCM

39

39

PAGE_39

PAGE_39

Dose

Start Date

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

1

2004

Please verify if combination drugs should be listed as 1, tab.  Also could you please
enter the frequency, see source.

MH of insomnia does not begin until 2008.  Please reconcile dates of medication/MH.

Source for frequancy states as needed at bedtime. Please clarify if it needs to be
changed to a different frequency.

MH states Diagnosed 2008. Lifetime problem. Start date is listed as date of DX.

Verified.  JLM 21Apr2010

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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R240317113

CP_001 R30061637954213

PCM.7

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

2000

Please enter dose amount, 2000 IU.  Enter IU in "Other"

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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R240317213

CP_001 R30061637954413

PCM.8

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1000

Please enter mg dose amount, see 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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R240317313

CP_001 R30061637954513

PCM.9

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

500

Please enter mg dose amount, see 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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R240317413

CP_001 R30061637954613

PCM.10

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

200

Please enter IU dose amount, see source.  Enter IU in "Other"

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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R266303513

CP_001

CP_001

R3006

R3006

98543911

112436311

PCM.15

PCM.15

PCM

PCM

39

39

PAGE_39

PAGE_39

Indication 1

CURRENT

CURRENT

No Action Required

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

COLD SORES

There is not a currently entry of cold sores on MH or AE.  Please provide.

There is not a currently entry of cold sores on MH or AE.  Please provide.

There are no additional lines to add to the medical hx. Please advise.

Verified.  JLM 27Apr2010

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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R240319013

CP_001

CP_001

R3006

R3006

1642353713

1642354913

AE

AE

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 <GINGIVITIS>.
Please either provide resolved date and time OR check Ongoing.

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

date is already resolved

Time resolved is unk.

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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R240319713

CP_001

CP_001

R3006

R3006

1642353813

1642355013

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 <NAUSEA>.  Please
either provide resolved date and time OR check Ongoing.

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

Time Unk.

Time resolved unk. This is correct.

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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R246513413

CP_001

CP_001

CP_001

R3006

R3006

R3006

1763811113

20537911

20527511

AE.2

AE.2

AE.2

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

20090623

Please add resolve date per source.

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

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

The time resolved is UNK. This information is complete per source.

The time resolved is UNK. This information is complete per source.

The time resolved is UNK. This information is complete per source.

The time resolved is UNK. This information 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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R253426013

CP_001 R30061763811213

AE.3
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Please follow-up with subject for resolution.

neck pain continues
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CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Outcome to Date is equal to  RECOVERED for LEUKOPLAKIA RIGHT CHEEK  1X3CM but Resolved
Date and/or Time are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <LEUKOPLAKIA
RIGHT CHEEK  1X3CM>.  Please either provide resolved date and time OR check Ongoing.

The time resolved is UNK. This information is complete per source.

The time resolved is UNK. This information is complete per source.

The time resolved is UNK. This information is complete per source.

The time resolved is UNK. This information is complete per source.
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