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Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections
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Links to Discrepancy and Audit Sections
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Links to Discrepancy and Audit Sections
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Links to Discrepancy and Audit Sections
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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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Page_05

CDB_001

R1009 Screening
05

Dm Page number 5 Screening

DM

Gender

Gender

1

1

FEMALE

MALE

MALE

FEMALE

09-JUN-2009 12:51:04

09-JUN-2009 12:51:29

Sharon Daly

Sharon Daly

Pass1

Pass1

1
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R243408713

Page_06

CDB_001

R1009 Screening
06

Vs Page number 6 Screening

VS

Was subject
seated for 5
Minutes? (2)

Was subject
seated for 5
Minutes? (2)

1

1

YES

NO

NO

YES

09-JUN-2009 12:51:46

09-JUN-2009 12:52:00

Sharon Daly

Sharon Daly

Pass1

Pass1

1

Document #:
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Site
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CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 
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R243408813

Page_07

CDB_001

R1009 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)

Were the
scheduled
laboratory
samples ob

Were the
scheduled
laboratory
samples ob

Were there any
clinically
significant la
(1)

1

1

1

1

YES

NO

062-552-1902-0

NO

YES

NO

24-JUN-2009 13:36:59

09-JUN-2009 13:00:15

09-JUN-2009 13:00:27

24-JUN-2009 13:36:59

Rossana Matos

Sharon Daly

Sharon Daly

Rossana Matos

Investigator
Correction

Pass1

Pass1

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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Page_08

CDB_001

R1009 Screening
08

Eg Page number 8 Screening

EG

Was ECG
Performed/Were
any additional
12

Was ECG
Performed/Were
any additional
12

1

1

YES

NO

NO

YES

09-JUN-2009 12:52:50

09-JUN-2009 12:54:15

Sharon Daly

Sharon Daly

Pass1

Pass1

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
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R243409213

Page_09

CDB_001

R1009 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

1

1

1

1

2

2

2

2

2

2

3

3

HYPERTENSION

HYPERTENSION-NCS

YES

NO

SHORTNESS OF BREATH UPON
EXCERTION0-NCS

HYPERTENSION-NCS

HYPERTENSION

NO

YES

00-00-2000

SHORTNESS OF BREATH UPON
EXCERTION0-NCS

SHORTNESS OF BREATH UPON
EXERTION

CHECKED

2

00-00-1997

00-00-1997

20-AUG-2009 09:02:41

10-NOV-2009 13:24:32

09-JUN-2009 12:54:25

09-JUN-2009 12:59:52

20-AUG-2009 09:02:41

20-AUG-2009 09:02:41

20-AUG-2009 09:02:41

10-NOV-2009 13:24:32

20-AUG-2009 09:02:41

20-AUG-2009 09:02:41

20-AUG-2009 09:02:41

20-AUG-2009 09:02:41

Christina Breedlove

Rossana Matos

Sharon Daly

Sharon Daly

Christina Breedlove

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Per PI (NCS)

Validation Status
changed

Data Entry Error

Pass1

Pass1

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

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
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Comment
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R243409213

Page_09

CDB_001

R1009 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

3

3

3

3

4

4

4

4

4

4

4

4

4

4

4

HYSTERECTOMY-NCS

HYSTERECTOMY-NCS

HYSTERECTOMY

3

<Row Deleted>

10-MAR-2009

<Row Deleted>

10-MAR-2009

<Row Deleted>

ROOT CANAL TOOTH #19

<Row Deleted>

20-AUG-2009 09:02:41

10-NOV-2009 13:28:38

20-AUG-2009 09:02:41

20-AUG-2009 09:02:41

20-AUG-2009 09:02:41

10-NOV-2009 13:24:32

09-APR-2010 13:09:44

20-AUG-2009 09:02:41

10-NOV-2009 13:24:32

09-APR-2010 13:09:44

20-AUG-2009 09:02:41

10-NOV-2009 13:24:32

09-APR-2010 13:09:44

20-AUG-2009 09:02:41

10-NOV-2009 13:24:32

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

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
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R243409213

Page_09

CDB_001

R1009 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Sequence Number

Sequence Number

Sequence Number

4

4

4

4

<Row Deleted>

4

09-APR-2010 13:09:44

20-AUG-2009 09:02:41

10-NOV-2009 13:24:32

09-APR-2010 13:09:44

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

2

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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Page_10

CDB_001

R1009 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Age subject
began smoking
(1)

Age subject
began smoking
(1)

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
attempts) (5)

1

1

1

1

1

1

1

1

1

18

YES

YES

NO

YES

<Row Deleted>

18

<Row Deleted>

YES

YES

<Row Deleted>

NO

YES

NO

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:40:25

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

31-DEC-2009 14:56:11

03-MAR-2010 15:14:41

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Rossana Matos

Sharon Daly

Sharon Daly

Christina Breedlove

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Investigator
Correction

Row Inserted

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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R243409513

Page_10

CDB_001

R1009 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit
(Pharmaceuticals
) (3)

Attempted to
quit
(Pharmaceuticals
) (3)

Average number
of cigarettes
smoked per (2)

Average number
of cigarettes
smoked per (2)

Comments (Age)
(1)

Comments (Age)
(1)

Comments
(Average Number)
(2)

1

1

1

1

1

1

1

1

1

1

YES

NO

NO

15

<Row Deleted>

NO

YES

<Row Deleted>

NO

<Row Deleted>

15

<Row Deleted>

<Row Deleted>

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

20-JAN-2010 10:09:50

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:49:07

Rossana Matos

Sharon Daly

Christina Breedlove

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Investigator
Correction

Row Inserted

Data Entry Error

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

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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R243409513

Page_10

CDB_001

R1009 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments
(Average Number)
(2)

Comments (NRT)
(4)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

1

1

1

1

1

1

1

1

1

1

1

1

GUM X1 & PATCHES X1

HYPNOSIS, COLD LASER

HYPNOSIS X2, SMOKE
ENDERS

HYPNOSIS X2 & COLD LASER
X1

COLD LASER

<Row Deleted>

HAS USED PATCH, GUM

HYPNOSIS, COLD LASER

<Row Deleted>

HYPNOSIS X2, SMOKE
ENDERS

<Row Deleted>

COLD LASER

COLD LASER, HYPNOSIS X2,
SMOKE ENDERS

23-JUL-2009 15:52:15

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:40:25

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

31-DEC-2009 14:56:11

03-MAR-2010 15:14:41

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

20-JAN-2010 10:09:50

03-MAR-2010 15:14:41

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Rossana Matos

Sharon Daly

Sharon Daly

Christina Breedlove

Rossana Matos

Sharon Daly

Christina Breedlove

Christina Breedlove

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Investigator
Correction

Row Inserted

Data Entry Error

Data Entry Error

Investigator
Correction

Row Inserted

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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R243409513

Page_10

CDB_001

R1009 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
cessation aids)
(6)

Comments
(pharmaceuticals
) (5)

Comments
(pharmaceuticals
) (5)

Comments
(smokeless
tobacco) (3)

Comments
(smokeless
tobacco) (3)

Date

Date

Has subject used
smokeless
tobacco (1)

Has subject used
smokeless
tobacco (1)

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

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

1

1

1

1

1

1

1

1

1

1

1

COLD LASER, HYPNOSIS X2,
SMOKE ENDERS

02-MAR-2009

NO

2

COLD LASER, HYPNOSIS X2,
SMOKENDERS

<Row Deleted>

<Row Deleted>

<Row Deleted>

02-MAR-2009

<Row Deleted>

NO

<Row Deleted>

2

24-MAR-2010 14:56:29

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

Krysia Magnuson

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

smoke enders to
smokenders
(official brand
spelling). KAY
24Mar2010.

ODM/SEC

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R243409513

Page_10

CDB_001

R1009 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

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

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

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

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

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

If Yes, how many
(pharmaceuticals
) (4)

If Yes, how many
(pharmaceuticals
) (4)

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

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

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

1

1

1

1

1

1

1

1

1

1

2

1

3

3

<Row Deleted>

1

3

4

<Row Deleted>

3

<Row Deleted>

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

20-JAN-2010 10:09:50

03-MAR-2010 15:14:41

05-MAR-2010 12:04:49

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

24-JUN-2009 13:40:25

24-JUN-2009 13:49:07

23-JUL-2009 15:52:15

Rossana Matos

Sharon Daly

Christina Breedlove

Christina Breedlove

Christina Breedlove

Rossana Matos

Sharon Daly

Rossana Matos

Rossana Matos

Sharon Daly

Investigator
Correction

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Investigator
Correction

Row Inserted

Investigator
Correction

Investigator
Correction

Row Inserted

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R243409513

Page_10

CDB_001

R1009 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

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

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

Was Smoking
History
collected?

Was Smoking
History
collected?

1

1

1

1

3

YES

NO

3

NO

YES

18-JAN-2010 17:12:23

03-MAR-2010 15:14:41

09-JUN-2009 13:00:37

09-JUN-2009 13:00:48

Christina Breedlove

Christina Breedlove

Sharon Daly

Sharon Daly

Data Entry Error

Data Entry Error

Pass1

Pass1

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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R243410013

Page_11

CDB_001

R1009 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

1

1

NO

YES

YES

NO

09-JUN-2009 13:01:24

09-JUN-2009 13:01:40

Sharon Daly

Sharon Daly

Pass1

Pass1

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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R243410113

Page_12

CDB_001

R1009 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

1

1

NO

YES

YES

NO

09-JUN-2009 13:01:52

09-JUN-2009 13:02:03

Sharon Daly

Sharon Daly

Pass1

Pass1

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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CM1
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ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

MULTI VITAMIN

MULTI VITAMIN

A

ALIMENTARY TRACT AND
METABOLISM, A

A11

VITAMINS, A11

A11A

MULTIVITAMINS,
COMBINATIONS, A11A

A11AB

MULTIVITAMINS, OTHER
COMBINATIONS, A11AB

MULTIVITAMIN

MULTIVITAMIN

MULTIVITAMINS

00116001001

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

20-APR-2010 11:29:16

09-APR-2010 11:44:12

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

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Removed space.
JLM 09Apr2010
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Data Change
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Preferred Term

Preferred Term
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Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

ROOT CANAL

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01C

BETA-LACTAM
ANTIBACTERIALS,
PENICILLINS, J01C

J01CE

BETA-LACTAMASE SENSITIVE
PENICILLINS, J01CE

ROOT CANAL TOOTH #19

PHENOXYMETHYLPENICILLIN
POTASSIUM

00001802001

PENICILLIN VK /00001802/

00001802096

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

09-APR-2010 13:12:08

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00
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Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G02

OTHER GYNECOLOGICALS,
G02

G02C

OTHER GYNECOLOGICALS,
G02C

G02CC

ANTIINFLAMMATORY
PRODUCTS FOR VAGINAL
ADMINISTRAT., G02CC

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38
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Joanne Mccaigue

Joanne Mccaigue
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EARACHE
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EARACHE

OTITIS EXTERNA
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CM1
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ATC1 Text
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ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

EARACHE

S

SENSORY ORGANS, S

S02

OTOLOGICALS, S02

S02C

CORTICOSTEROIDS AND
ANTIINFECTIVES IN
COMBINATION, S02C

S02CA

CORTICOSTEROIDS AND
ANTIINFECTIVES IN
COMBINATION, S02CA

OTITIS EXTERNA

NEOMYCIN SULFATE
W/POLYMYCIN
B/HYDROCORTISO.

03931701001

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

20-APR-2010 11:57:13

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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ATC1 Code

ATC1 Text
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ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C05

VASOPROTECTIVES, C05

C05A

AG.FOR TREATM.OF
HEMORRH.AND ANAL
FISS.FOR TOP.USE, C05A

C05AD

LOCAL ANESTHETICS, C05AD

N

NERVOUS SYSTEM, N

N01

ANESTHETICS, N01

N01B

ANESTHETICS, LOCAL, N01B

N01BA

ESTERS OF AMINOBENZOIC
ACID, N01BA

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56
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Joanne Mccaigue

Joanne Mccaigue
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Adverse Event

1

1
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DISCONTINUATION

BURNING SENSATIONS OF
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BURNING SENSATIONS OF
UPPER GUMS

NONE

BURNING SENSATIONS OF
UPPER GUMS

BURNING SENSATION OF
UPPER GUMS
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1

1

PRODUCT REDUCED

OTHER TREATMENT

19-MAR-2009

0800

NONE

22-MAY-2009

0908

20-JAN-2010 14:09:55

20-JAN-2010 12:18:48
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CURRENT
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MANUAL

Resolved-Response Edited

35

Please verify per source subject smoked 5 per day for a total of 35 for the week.

35 verifed

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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CDB_001 R100976395911

IP, WEEK 16

LB 27PAGE_27

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090601

Please verify date of Week 16 lab (01-Jun-2009) as it is inconsistent with all other Week
16 assessments (22-May-2009). If incorrect, please update. If correct, please provide an
in-query comment to explain the discrepancy.

Date confirmed to be 01/Jun/2009. Subject W/D consent at wk 10 visit, 22/May/2009. Wk 16
procedures were completed. Since subject wasn't fasting she returned on 01/Jun/2009 for
blood draw.

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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R253839013

CDB_001 R10091718801613

IP, WEEK 16

STATUS REVIEW 31PAGE_31

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UNK

Please verify that the number of cigs smokes for week 10 (week of withdrawl of consent is
UNK.

UNK verified

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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PCM.4

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ROOT CANAL TOOTH #19

Several medications have an indication of root canal.  However, there is not a history of
root canal.  Please verify adding root canal to medical history.

confirmed subject had a root canal on 10Mar2009

Verified.  JLM 19Apr2010

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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PCM.6

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

OTITIS EXTERNA

Please match indication to AE term (OTITIS EXTERNA)

updated medical terminololgy

Verified.  JLM 23Apr2010

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:
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Visit Date:

Section:
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Row:
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PCM.7

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

OTITIS EXTERNA

Please match indication to AE term (OTITIS EXTERNA)

updated medical terminololgy

Verified.  JLM 23Apr2010

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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CDB_001

CDB_001

R1009

R1009

45407011

102261211

PCM.8

PCM.8

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Indication

1

1

CURRENT

CURRENT

No Action Required

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NEO/POLY/HC

OTITIS EXTERNA

Please add novace to CRF and conmed page in source.

Please match indication to AE term (OTITIS EXTERNA)

Novocaine has been entered on the next con med page.

updated medical terminololgy

Novocaine has been entered on the next con med page.

Verified.  JLM 23Apr2010
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CRF:
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Value Text:
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Discrepancy:
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Resolution Type:

Resolution Text:

Resolution Text:
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Status:
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Visit Date:
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Section:
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Patient:

Patient:
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Row:
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CDB_001

CDB_001

R1009

R1009

43670711

22057111

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

Action Taken

Did the subject experience any adverse e

1

1

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NONE

YES

Please verify per source "product reduced" was selected. Please specify this under Other
treatment or procedure.

Please ensure all AEs are entered.

Please close this query as resolved once they have been entered.

CRA error.
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Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:
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Type:
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Qualifying Value:

Row:
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CDB_001

CDB_001

R1009

R1009

43671911

43671811

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

Action Taken

Adverse Event

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

NONE

BURNING SENSATION OF UPPER GUMS

Please verify per source should be "none".

Please verify "sensation" should be singular, not plural.

per query

Document #:

Discrepancy ID:
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Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:
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Type:
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Section:
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Patient:

Patient:
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Row:
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CDB_001

CDB_001

R1009

R1009

45661511

43678111

AE.2

AE.2

AE

AE

40

40

PAGE_40

PAGE_40

Action Specify

Action Taken

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NONE

Please delete.

Please verify per source "actions taken with respect to subject" should be none.
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STUDY COMPETION

DS 46PAGE_46

Date the subject completed OR withdrew f 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090601

Please verify updating completion date to 01-Jun-2009 as this was the last visit for the
subject (labs on 01-Jun-2009).

Subject completed final blood draw on 01/Jun/2009
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