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Abc 123

Abc 123

CP_001

All statuses

All statuses

R3009

R3009

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

















06.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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





10.OS.1

OverFlow Section For Document Number R242959413

ACUPUNCTURE 3 TIMES HYPNOSIS 1 TIME1



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 discrepancy details for this CRF









14.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







































31.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF

































39.1.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





39.1.U11.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 audit history for this CRF

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 audit history for this CRF

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





41.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





42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





43.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.



Report run by Brian Saari at 06-MAR-2013 13:24:51 87Page

R242957113

Page_06

CP_001

R3009 Screening
06

Vs Page number 6 Screening

VS

Weight

1 120.0

21-APR-2009 12:14:00

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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R242957713

Page_07

CP_001

R3009 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)
1

NA

14-MAY-2009 11:14:34

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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R242958313

Page_09

CP_001

R3009 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

1

1

1

1

1

1

2

2

2

2

2

3

3

NO

00-00-1999

CHRONIC COUGH

YES

CHECKED

01

00-00-1965

INSOMNIA

CHECKED

02

00-00-1963

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Row Inserted

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R242958313

Page_09

CP_001

R3009 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

3

3

3

4

4

4

4

4

5

5

5

5

5

TENSION HEADACHES

CHECKED

03

00-00-2001

OSTEOPOROSIS

CHECKED

04

00-00-1999

00-00-2006

GERD

05

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

27-APR-2010 10:01:49

27-APR-2010 10:01:49

27-APR-2010 10:01:49

27-APR-2010 10:01:49

27-APR-2010 10:01:49

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

2

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 13:24:51 91Page

R242959413

Page_10

CP_001

R3009 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
cessation aids)
(4)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

If Yes, how many
(nicotine
replacement) (3)

If Yes, how many
(other cessation
aids) (5)

If yes, how many
(other attempts
to quit (6)

1

1

1

1

1

1

1

1

NO

GUM AND PATCH

ACCUPUNCTURE 3 TIMES
HYPNOSIS 1 TIME

2

8

YES

GUM 2 TIMES AND PATCH 1
TIME

NO AIDE

ACCUPUNCTURE 3 TIMES
HYPNOSIS 1 TIME

ACUPUNCTURE 3 TIMES
HYPNOSIS 1 TIME

3

4

3

15-JUN-2009 16:23:45

15-JUN-2009 16:29:39

15-JUN-2009 16:23:45

15-JUN-2009 16:23:45

24-MAR-2010 15:15:39

18-MAR-2010 15:06:11

15-JUN-2009 16:23:45

15-JUN-2009 16:23:45

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Krysia Magnuson

Tricia Hunt

Tricia Hunt

Tricia Hunt

Update with
subject

Updated with
subject

updated with
subject

Updated with
subject

accupuncture to
acupuncture. KAY
24Mar2010.

Updated with
subject

Updated with
subject

Investigator
Correction

Investigator
Correction

Investigator
Correction

Investigator
Correction

ODM/SEC

Data Entry Error

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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R243003413

Page_14

CP_001

R3009 Baseline, Week 0
14

Eco Page number 14 Baseline, Week 0

EX1

%COHb

ECO Level

1

1

3.3

17

03.3

017

01-MAY-2009 13:50:11

01-MAY-2009 13:50:11

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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R252819413

Page_31

CP_001

R3009 Ip, Week 16
31

Diary Page number 31 Ip, Week 16

DRUGSCR

Did subject
receive diary
and usage inst
1

YES

NO

20-OCT-2009 15:40:18

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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R252822413

Page_39

CP_001

R3009 Pcm.7

Pcm Page number 39 Pcm.7

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

V

VARIOUS, V

V90

UNSPECIFIED HERBAL, V90

ZINGIBER OFFICINALE
RHIZOME

01646602001

GINGER /01646602/

01646602004

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

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

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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R252822513

Page_39

CP_001

R3009 Pcm.8

Pcm Page number 39 Pcm.8

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BE

ANILIDES, N02BE

PARACETAMOL

00020001001

TYLENOL EXTRA STRENGTH

00020001461

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

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

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change

Class. Change

Class. Change

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



Report run by Brian Saari at 06-MAR-2013 13:24:51 96Page

R252822713

Page_39

CP_001

R3009 Pcm.9

Pcm Page number 39 Pcm.9

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

V

VARIOUS, V

V07

ALL OTHER NON-
THERAPEUTIC PRODUCTS,
V07

V07A

ALL OTHER NON-
THERAPEUTIC PRODUCTS,
V07A

ALL OTHER NON-
THERAPEUTIC PRODUCTS

90047501001

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

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

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



Report run by Brian Saari at 06-MAR-2013 13:24:51 97Page

R252823313

Page_39

CP_001

R3009 Pcm.10

Pcm Page number 39 Pcm.10

CM1

Indication

1

CHRONIC COUGH

CHRONIC COUGH/UPPER
RESPIRATORY TRACT
INFECTION

27-APR-2010 09:59:05

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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R266336113

Page_39

CP_001

R3009 Pcm.11

CRF Header

DCI Blank Flag

1

N

Y

20-OCT-2009 15:43:35

Marilyn Mindolovich

CRA 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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R266336113

Page_39

CP_001

R3009 Pcm.11

Pcm Page number 39 Pcm.11

CM1

Indication

1

UPPER RESPIRATORY TRACT
INFECTION
CHRONIC COUGH

31-AUG-2009 21:07:37

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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R252823513

Page_40

CP_001

R3009 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

00-MAY-2009

UNK

29-JAN-2010 10:22:44

20-OCT-2009 15:33:37

20-OCT-2009 15:31:34

20-OCT-2009 15:31:34

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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R252823613

Page_40

CP_001

R3009 Ae.1

Ae Page number 40 Ae.1

AE1

Ongoing

Outcome to Date

Resolved Date

Resolved Date

Resolved Time

1

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

00-MAY-2009

RECOVERED

00-MAY-2009

09-MAY-2009

UNK

22-JAN-2010 14:25:51

20-OCT-2009 15:34:05

20-OCT-2009 15:34:05

29-JAN-2010 10:34:42

20-OCT-2009 15:34:05

Tricia Hunt

Marilyn Mindolovich

Marilyn Mindolovich

Tricia Hunt

Marilyn Mindolovich

Data Entry Error

Investigator
Correction

Investigator
Correction

Data Entry Error

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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R252823813

Page_40

CP_001

R3009 Ae.2

Ae Page number 40 Ae.2

AE1

Adverse Event

Severity

1

1

ALLERGIC REACTION

ALLERGIC REACTION  LIP
SWELLING LOWER

MILD

20-OCT-2009 15:35:45

15-JUN-2009 17:13:21

Marilyn Mindolovich

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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R252823913

Page_40

CP_001

R3009 Ae.3

Ae Page number 40 Ae.3

AE1

Ongoing

Outcome to Date

Resolved Date

Resolved Time

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

RECOVERED

00-APR-2009

UNK

22-JAN-2010 14:30:19

20-OCT-2009 15:36:24

20-OCT-2009 15:36:24

20-OCT-2009 15:36:24

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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R252825213

Page_41

CP_001

R3009 Additional Ecg
41

CRF Header

DCI Blank Flag

1

Y

N

20-OCT-2009 15:24:54

Marilyn Mindolovich

CRA 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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R252825013

Page_42

CP_001

R3009 Additional Lab
42

CRF Header

DCI Blank Flag

1

Y

N

20-OCT-2009 15:25:53

Marilyn Mindolovich

CRA 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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R252824913

Page_43

CP_001

R3009 Additional Vs
43

CRF Header

DCI Blank Flag

1

Y

N

20-OCT-2009 15:26:35

Marilyn Mindolovich

CRA 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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R242957713

CP_001 R30091639262113

SCREENING

LB 7PAGE_07

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NA

Please enter NA

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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R242958313

CP_001 R30091639262313

SCREENING

MH 9PAGE_09

Diagnosis/Procedure 4

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

OSTEOPOROSIS

Per source, not relevant to study.

Because the condition is ongoing I feel it should stay. Please advise if this is no
longer the case.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:
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84062911

SCREENING

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

SMOKING HISTORY

10

10

10

PAGE_10

PAGE_10

PAGE_10

Comments (NRT)

Comments (other attemps)

If Yes, how many (nicotine replacement)

1

1

1

CURRENT

CURRENT

CURRENT

No Action Required

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

GUM 2 TIMES AND PATCH 1 TIME

NO AIDE

3

Please verify if the sponsor wants brand names of products used.

Please update this section based on new med. hx supplement questionnaire.

Please verify result of 2. Comments indicate 3 attempts, unless gum and patch were used
consecutively. Please clarify and amend if needed.

Please advise if further action is required. Per edc guilelines brand names of products
is not required.
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Qualifying Value:
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SCREENING

ORAL HEALTH EXA 11PAGE_11

Date 3

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20090225

This is not captured in source.  I have sent out an email regarding the source not
matching the CRF pg.

The 'Other' on the PE form is marked NE, please change the other oral keratosis to NE.

This should be no.
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IP, WEEK 16

DIARY 31PAGE_31

Did subject receive diary and usage inst 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Subject early termed, should this be marked No.

changed
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PCM.7
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PCM

PCM

39

39

PAGE_39

PAGE_39

Indication 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

GERD

GERD is not currently present on MH.  Please verify adding.

As stated in previous query, please add GERD to MH.

Con Meds list Upset Stomach/GERD. MH states GERD 1999-2006. Please advise. - Please add
GERD to MH.
Should this be added as an ongoing indication per the con med page?

Ok

Verfied.  JLM 26Apr2010

Verified.  JLM 27Apr2010
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Start Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

1960

MH headaches start date is 1963 which is after medication start date.  Please reconcile
dates.

Dates confirmed per source.

Verified.  JLM 21Apr2010
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Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ABX

ABX is not a clear drug name.  Please provide full drug name.

Unable to determine. It appears to be a supplement, or a supplement line. No copy was
made of the label on the bottle for the subjects file, therefore, I am unable to specify.
Please advise.

Verified.  JLM 21Apr2010
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AE
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AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Ongoing

Resolved Date

Resolved Date

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

200905

200905

Please uncheck  'ongoing'

Need reolution date and outcome.

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

day is unknown per pt
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Visit:
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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

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

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

Information is complete and correct per source.

Resolved date and time are complete per source.

Information is complete and correct per source.
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40
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40

PAGE_40

PAGE_40

PAGE_40

Resolved Date 1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

No Action Required

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20090509

Please review the progress note dated 10Sep09 for clarification of resolution date for
Glossitis.  Please amend the CRF page as applicable.

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

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

Resolved date and time are complete per source.

Resolved date and time are complete per source.
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AE.2
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AE
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40
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PAGE_40

PAGE_40

PAGE_40

CURRENT

CURRENT

CURRENT

Confirmed

No Action Required

No Action Required

MANUAL HEADER

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Please add clarification of 'lip swelling, lower.'

Resolved Date and Time is missing and Ongoing is null for Adverse Event <ALLERGIC
REACTION  LIP SWELLING LOWER>.  Please either provide resolved date and time OR check
Ongoing.

Outcome to Date is equal to  RECOVERED for ALLERGIC REACTION  LIP SWELLING LOWER but
Resolved Date and/or Time are missing.  Please reconcile.

Time resolved is UNK. Data is complete per source.

Time resolved is UNK. Data is complete per source.

Time resolved is UNK. Data is complete per source.

Time resolved is UNK. Data is complete per source.
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PAGE_40

PAGE_40
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Outcome to Date

Resolved Date

Resolved Date

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

RECOVERED

200904

200904

Per source recovered.

Need resolve date

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

recovered is already checked

resolve month and year entered.  Day unknown per pt

day is unknown per pt
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AE.3
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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 TOOTH HYPERSENSITIVITY but Resolved Date
and/or Time are missing.  Please reconcile.

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

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.
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Action Taken 1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

No Action Required

MANUAL

MANUAL HEADER

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

OTHER DRUG

There is not currently a medication with an indication of Upper Respiratory Tract
Infection.  Please reconcile.

Per last query, please update B and T Cough Syrup indication to 'Chronic Cough/Upper
Respiratory Tract Infection.'

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

The same con med was used for the URI as for the Chronic Cough which is ongoing. Please
advise.

complete

Verfied.  JLM 26Apr2010

Verified.  JLM 27Apr2010

Time Unk.
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AE 40PAGE_40

CURRENT

No Action Required

MULTIVARIATE

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.

Time Unk
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ADDITIONAL ECG

EG 41PAGE_41

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Page needs to be marked as no for the first question.
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