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Abc 123

Site:
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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 R240090613

HYPNOSIS, MINERAL/VITAMIN COMBINATION, LAVENDER SUBSTANCE BEHIND EARS,
ACUPUNCTURE

1



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

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











20.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





















33.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













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 discrepancy details for this CRF





39.1.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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







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.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 audit history for this CRF

Click here to navigate to discrepancy details for this CRF





40.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





40.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.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

















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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R275308113

Page_09

P3880_0342

R4008 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

1

1

1

1

1

1

NO

00-00-1979

RECURRENT JOINT PAIN

YES

CHECKED

1

05-JAN-2010 15:00:40

05-JAN-2010 15:00:40

05-JAN-2010 15:00:40

05-JAN-2010 15:00:40

05-JAN-2010 15:00:40

05-JAN-2010 15:00:40

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

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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R240090613

Page_10

P3880_0342

R4008 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
cessation aids)
(4)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

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

1

1

1

1

1

1

1

YES

NO

HYPNOSIS,
MINERAL/VITAMIN
COMBINATION, LAVENDER
SUBSTANCE BEHIND EARS,
ACCUPUNCTURE

HYPNOSIS,
MINERAL/VITAMIN
COMBINATION, LAVENDER
SUBSTANCE BEHIND EARS,
ACCUPUNCTURE

1

NO

YES

HYPNOSIS,
MINERAL/VITAMIN
COMBINATION, LAVENDER
SUBSTANCE BEHIND EARS,
ACCUPUNCTURE

HYPNOSIS,
MINERAL/VITAMIN
COMBINATION, LAVENDER
SUBSTANCE BEHIND EARS,
ACCUPUNCTURE

HYPNOSIS,
MINERAL/VITAMIN
COMBINATION, LAVENDER
SUBSTANCE BEHIND EARS,
ACUPUNCTURE

2

03-FEB-2010 14:56:07

03-FEB-2010 14:56:07

10-JUN-2009 10:49:40

03-FEB-2010 14:56:07

03-FEB-2010 14:56:07

24-MAR-2010 15:22:10

10-JUN-2009 10:48:11

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Krysia Magnuson

Kim Freschly

accupuncture to
acupuncture. KAY
24Mar2010.

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

ODM/SEC

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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R240090613

Page_10

P3880_0342

R4008 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

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

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

2

1

6

1

2

6

22-OCT-2009 10:52:19

04-JAN-2010 09:45:57

03-FEB-2010 14:56:07

03-FEB-2010 14:56:07

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

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
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R240092013

Page_11

P3880_0342

R4008 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

3

3

NO

NE

NE

NO

13-MAY-2009 11:28:50

10-JUN-2009 10:53:05

Kim Freschly

Kim Freschly

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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R243263513

Page_16

P3880_0342

R4008 Sptp, Weeks 1-4
16

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

CHKYN

Date

1

04-JAN-2009

01-APR-2009

10-JUN-2009 10:53:34

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R251851413

Page_20

P3880_0342

R4008 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

9

8

8

9

22-OCT-2009 10:53:28

04-JAN-2010 09:48:27

Kim Freschly

Kim Freschly

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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R251853013

Page_24

P3880_0342

R4008 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

84

105

11-SEP-2009 13:34:43

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R275311213

Page_33

P3880_0342

R4008 Fu, Week 28
33

Vs Page number 33 Fu, Week 28

VS

Date

1

26-AUG-2009

23-SEP-2009

22-OCT-2009 11:00:53

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R275311613

Page_34

P3880_0342

R4008 Fu, Week 28
34

Lb Page number 34 Fu, Week 28

LB

Date

1

26-AUG-2009

23-SEP-2009

22-OCT-2009 11:01:05

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R240097213

Page_39

P3880_0342

R4008 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Frequency

Trade Name

Trade Name Code

1

1

1

1

1

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

ASA

ASA

EVERY DAY

ASA

00002701003

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

ASPIRIN

ASPIRIN

ONCE

ASPIRIN

00002701004

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

20-APR-2010 11:29:16

13-APR-2010 08:27:11

10-JUN-2009 11:47:38

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Carol Kraucyk

Lana Glaser

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Entry Error

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R240098713

Page_39

P3880_0342

R4008 Pcm.2

Pcm Page number 39 Pcm.2

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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R275313413

Page_39

P3880_0342

R4008 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

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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R275313813

Page_39

P3880_0342

R4008 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

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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R304604713

Page_39

P3880_0342

R4008 Pcm.5

Pcm Page number 39 Pcm.5

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

ATC4 Code

ATC4 Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AD

A

N

ALIMENTARY TRACT AND
METABOLISM, A

NERVOUS SYSTEM, N

A01

N02

STOMATOLOGICAL
PREPARATIONS, A01

ANALGESICS, N02

A01A

N02B

STOMATOLOGICAL
PREPARATIONS, A01A

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

A01AD

N02BA

26-APR-2010 14:24:56

27-APR-2010 12:10:38

26-APR-2010 14:24:56

27-APR-2010 12:10:38

26-APR-2010 14:24:56

27-APR-2010 12:10:38

26-APR-2010 14:24:56

27-APR-2010 12:10:38

26-APR-2010 14:24:56

27-APR-2010 12:10:38

26-APR-2010 14:24:56

27-APR-2010 12:10:38

26-APR-2010 14:24:56

27-APR-2010 12:10:38

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

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 05-MAR-2013 08:32:44 99Page

R304604713

Page_39

P3880_0342

R4008 Pcm.5

Pcm Page number 39 Pcm.5

CM1

ATC4 Text

ATC4 Text

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

SALICYLIC ACID AND
DERIVATIVES, N02BA

ACETYLSALICYLIC ACID

00002701001

ASPIRIN

00002701004

26-APR-2010 14:24:56

27-APR-2010 12:10:38

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

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
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R243265013

Page_40

P3880_0342

R4008 Ae.1

Ae Page number 40 Ae.1

AE1

Onset Date

Onset Time

Resolved Date

1

1

1

16-MAR-2009

1000

03-APR-2009

11-MAR-2009

UNK

30-APR-2009

23-APR-2010 14:36:17

23-APR-2010 14:36:17

23-APR-2010 14:36:17

Lana Glaser

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R275314613

Page_40

P3880_0342

R4008 Ae.3

Ae Page number 40 Ae.3

AE1

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Onset Time

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

1

0800

RESPIRATORY DISORDERS
NEC

10038716

UPPER RESPIRATORY TRACT
SIGNS AND SYMPTOMS

10046313

PAIN PHARYNX

10033481

UNK

OROPHARYNGEAL PAIN

10068319

RESPIRATORY, THORACIC
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CONGENITAL AND
FRACTURES)
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BONE RELATED SIGNS AND
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UNK

PAIN IN JAW
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MUSCULOSKELETAL AND
CONNECTIVE TISSUE
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SCREENING

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

SMOKING HISTORY

10

10

10

PAGE_10

PAGE_10

PAGE_10

Age subject began smoking

Comments (other attemps)

If Yes, how many (nicotine replacement)

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

8

2

Please verify age subject began smoking daily as 8 years old. Please amend if incorrect.

Please verify data. All aids listed fall under the category of 'other smoking cessation
aids' rather than 'other attmepts to quit'. If data is correct, please amend all
responses to  the parameteres 'other smoking cessation aids' and 'other attmepts to quit'
accordingly.

Per Progress note on 4/8/09 subject tried gum 2x

correct as entered

Verified. KAY 24Feb2010.
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If yes, how many (other attempts to quit 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Please review if 4 is correct per progress note on 4/8/09.

Progess note still indicates 2 separate times for nicorette gum.  Please review.

corrected per source
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ORAL HEALTH EXA 11PAGE_11

Findings* 3
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MANUAL

Resolved-Response Edited

NO

Please update to 'No' per CRF guidelines
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SCREENING

MH 9PAGE_09

Does the subject have any relevant medic 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

YES

Please review Med Hx for relevance.  Conmeds are present for ASA and Lexapro, taken
prestudy for joint pain and stress.

Please have PI update Relevant med HX source.

PI added recurrent joint pain
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Please review 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:



Report run by Brian Saari at 05-MAR-2013 08:32:44 111Page

R251851413

P3880_0342 R40081690547713

IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

9

Week 6 source (page 4 of 4) indicates subject smokes an average of 9/day (63/week).
Please review.

source indicates 9/week
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IP, WEEK 10

STATUS REVIEW 24PAGE_24

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

105

Please use value from week 10  diary
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PCM

PCM

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Frequency

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

ASPIRIN

ONCE

Please verify updating to 'aspirin' for clarity.

As this was taken 1x day for one day, please review if one time is more accurate.

Verified.  JLM 20Apr2010
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PCM.1

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

STRESS

There is not any medical history of 'Stress' recorded.  Please verify adding.

per Dr. Stoltz subject's history of stress isnot relevant to study

Verified.  JLM 21Apr2010
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PCM 39PAGE_39

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Stop Date is missing and 'Ongoing' field was not completed for <ASPIRIN>.  Please provide
Stop Date or enter 'checked' in the 'Ongoing' field.

stop date unknown

Verified.  JLM 26Apr2010
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AE.1

AE 40PAGE_40

Onset Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090311

This event of nasea overlaps (is within) another event of nausea that occurs from
11Mar2009 to 30Apr2009.  If same event, please remove or reconcile.

AE's combined

Verified.  JLM 26Apr2010
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AE.3

AE 40PAGE_40

Onset Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090311

This event has an onset date/time prior to randomization.  Please verify date/time.  If
correct, please remove as AE and move to MH page.

per source, "per subject this happens when she uses the snus", start time unknown.

Verified.  JLM 26Apr2010
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AE.4

AE.4

AE

AE
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PAGE_40

PAGE_40

Action Taken 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

OTHER DRUG

Source indicates a ConMed taken, however there is no conmed with this AE term.

There is not currently a medication recorded for this event.  Please add medication or
update Action taken.

SM to reconcile source docuemnts

per source, "per subject this happens when she uses the snus", start time unknown. - THIS
DOES NOT ANSWER QUERY
Aspirin added to ConMed page, start and stop dates and times uknown

source corrected

Verified.  JLM 26Apr2010
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Action Taken

Resolved Date

Resolved Time

1
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CURRENT
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Confirmed
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MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

OTHER DRUG

20090430

0500

Please also check box for non drug therapy as a cold compress was given for swelling on
face (combined with additional AEs to Contusions from fall)

Please review date and time of resolution - severity for AE#4 (pain from fall) was
moderate from 19apr09 thru 30Apr09.

Please review date and time.

can only choose one box

correct as entered, due to severity change
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Onset Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090311

This event has an onset date/time prior to randomization.  Please verify date/time.  If
correct, please remove as AE and move to MH page.

per source, "per subject due to swallowing the product's juice", start time unknown.

Verified.  JLM 26Apr2010
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