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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
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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

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

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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Links to Discrepancy and Audit Sections
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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

Click here to navigate to discrepancy details 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

Click here to navigate to audit history for this CRF
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Click here to navigate to audit history for this CRF
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Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Click here to navigate to audit history for this CRF
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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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R2022 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

1

1

1

1

1

1

1

URINARY TRACT INFECTION

NO

00-00-1978

URINARY TRACT INFECTION

OCCASIONAL URINARY TRACT
INFECTION

YES

CHECKED

01

12-APR-2010 12:34:35

12-APR-2010 12:34:35

12-APR-2010 12:34:35

20-APR-2010 13:24:29

12-APR-2010 12:34:35

12-APR-2010 12:34:35

12-APR-2010 12:34:35

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

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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R2022 Baseline, Week 0
14

Eco Page number 14 Baseline, Week 0

EX1

%COHb

Actual Time

ECO Level

1

1

1

6

1252

10

3.3

1222

17

17-AUG-2009 12:06:17

17-AUG-2009 12:06:17

17-AUG-2009 12:06:17

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

1

Document #:
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Visit
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Field
Row

Changed From

Changed To
Impact on
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By

Reason
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R2022 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

20

28

23-OCT-2009 15:06:18

Cindy Riojas Prakop

Data Entry Error

1
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Visit

Visit Date

CRF
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Section
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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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R2022 Ip, Week 10
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CRF Header
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1
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10-MAR-2010 10:14:56
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R2022 Ip, Week 10
23

CRF Header
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1
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Y

10-MAR-2010 10:15:07
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R2022 Ip, Week 10
24
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Y
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R2022 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

56

42

14-DEC-2009 12:01:05
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1
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Changed From

Changed To
Impact on
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R2022 Ip, Week 13
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R2022 Ip, Week 16
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R2022 Fu, Week 20 & 24
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R2022 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Comments
(contacted by
phone) (1)
1

CALL WAS OUT OF WINDOW
DUE TO SUBJECT SCHEDULE

19-FEB-2010 10:21:32

Amanda Lynn

Data Entry Error
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Document #:
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R2022 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

CHKYN

Comments
(contacted by
phone) (1)
1

CALL WAS OUT OF WINDOW
DUE TO SUBJECT SCHEDULE
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Amanda Lynn

Data Entry Error
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R2022 Fu, Week 28
33

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

17-FEB-2010 17:05:58

10-MAR-2010 10:16:09

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

0

Document #:
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R2022 Fu, Week 28
33

Vs Page number 33 Fu, Week 28

VS

Actual Time

Body Temperature

Body Temperature
Unit

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Was subject
seated for 5
Minutes? (2)

1

1

1

1

1

1

1

1

1

1

1

1

1

1049

36.7

C

11-FEB-2010

094

MMHG

087

BEATS/MINUTE

14

BREATHS/MINUTE

157

MMHG

YES

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

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

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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R2022 Fu, Week 28
33

Vs Page number 33 Fu, Week 28

VS

Weight

Weight Unit

Were Vital Signs
Collected/Were
any addi (1)

1

1

1

179.4

LB

YES

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

10-MAR-2010 10:16:09

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

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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R2022 Fu, Week 28
34

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

17-FEB-2010 17:06:31

10-MAR-2010 10:17:55

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row
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Changed To
Impact on
resequence

On
By

Reason

Comment
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R2022 Fu, Week 28
34

Lb Page number 34 Fu, Week 28

LB

Date

No (Specify
samples not
done, reason)/Co

Requisition
Number 1: (1)

Requisition
Number 2 (if
applicable): (2)

Requisition
Number 3 (if
applicable): (3)

Were the
scheduled
laboratory
samples ob

Were there any
clinically
significant la
(1)

1

1

1

1

1

1

1

11-FEB-2010

NA

YES

NO

10-MAR-2010 10:17:55

10-MAR-2010 10:17:55

10-MAR-2010 10:17:55

10-MAR-2010 10:17:55

10-MAR-2010 10:17:55

10-MAR-2010 10:17:55

10-MAR-2010 10:17:55

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

1

Document #:
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Visit

Visit Date

CRF
CRF Page
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Changed To
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R2022 Fu, Week 28
35

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

17-FEB-2010 17:06:36

10-MAR-2010 10:18:23

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error
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R2022 Fu, Week 28
35

Oral Health Exam Page number 35 Fu, Week 28

EX1

Date

Findings

Findings*

Procedure

Date

Findings

Findings*

Procedure

Date

Findings

Findings*

Procedure

1

1

1

1

2

2

2

2

3

3

3

3

11-FEB-2010

NO

EVIDENCE OF LEUKOPLAKIA

11-FEB-2010

NO

EXPOSED DENTAL CERVICES
IN UPPER SULCUS?

11-FEB-2010

NO

OTHER ORAL KERATOSIS

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

10-MAR-2010 10:18:23

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn
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Row Inserted
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R2022 Fu, Week 28
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CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

17-FEB-2010 17:06:42

10-MAR-2010 10:18:48

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

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



Report run by Brian Saari at 05-MAR-2013 16:02:57 116Page

R293519213

Page_36

L0689282_2

R2022 Fu, Week 28
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Pe Page number 36 Fu, Week 28

MH1

Does the subject
have any
abnormal findi
1
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R2022 Fu, Week 28
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Actual Time
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1

1

1

3.9
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PPM
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Behavioral Coun Page number 37 Fu, Week 28
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Result

1
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1

1
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COUNSELING GIVEN?
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FTND
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1
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YES

10-MAR-2010 10:19:03

10-MAR-2010 10:19:03

10-MAR-2010 10:19:03

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

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 16:02:57 121Page

R293519513

Page_38

L0689282_2

R2022 Fu, Week 28
38

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

17-FEB-2010 17:06:54

10-MAR-2010 10:19:38

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

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



Report run by Brian Saari at 05-MAR-2013 16:02:57 122Page

R293519513

Page_38

L0689282_2

R2022 Fu, Week 28
38

Status Review Page number 38 Fu, Week 28
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(8)
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(5)
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(smoking status
reviewed) (2)

Date

If Subject was
not compliant,
approximat (5)

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject's
smoking status
reviewed (2)

1

1

1

1

1

1

1

1

1

11-FEB-2010

63

YES

NO

YES

10-MAR-2010 10:19:38

10-MAR-2010 10:19:38

10-MAR-2010 10:19:38

10-MAR-2010 10:19:38

10-MAR-2010 10:19:38

10-MAR-2010 10:19:38

10-MAR-2010 10:19:38
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ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

Unit

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

1

1

TABLET

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01X

OTHER ANTIBACTERIALS,
J01X

J01XE

NITROFURAN DERIVATIVES,
J01XE

NITROFURANTOIN

00024401001

MACROBID /00024401/

00024401041

OTHER

CAPSULE

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

02-SEP-2009 12:11:49

02-SEP-2009 12:11:49
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Carol Kraucyk

Carol Kraucyk
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Pcm Page number 39 Pcm.2

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

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

BENZONDATATE

BENZONDATATE

R

RESPIRATORY SYSTEM, R

R05

COUGH AND COLD
PREPARATIONS, R05

R05D

COUGH SUPPRESSANTS EXCL.
COMB. WITH EXPECTORANTS,
R05D

R05DB

OTHER COUGH
SUPPRESSANTS, R05DB

BENZONATATE

BENZONATATE

BENZONATATE

00097401001

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 15:10:22

20-APR-2010 11:39:56

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

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
09Apr2010
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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

A01AB

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01X

OTHER ANTIBACTERIALS,
J01X

J01XD

IMIDAZOLE DERIVATIVES,
J01XD

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
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Lb Page number 42 Additional Lab

LB

Clinically
Significant
(additional) (2)

Comments

Date

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Name CS
Labs only

Were any
additional
Laboratory
evaluatio

Clinically
Significant
(additional) (2)

Clinically
Significant
(additional) (2)

Clinically
Significant
(additional) (2)

Comments

1

1

1

1

1

1

1

2

2

2

2

NO

NO

NO

20-NOV-2009

NA

YES

NO

<Row Deleted>

18-FEB-2010 10:51:03

18-FEB-2010 10:51:03

18-FEB-2010 10:51:03

18-FEB-2010 10:51:03

18-FEB-2010 10:51:03

18-FEB-2010 10:51:03

18-FEB-2010 10:50:21

18-FEB-2010 10:51:03

10-MAR-2010 10:21:01

24-MAR-2010 15:28:41

18-FEB-2010 10:51:03
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Lb Page number 42 Additional Lab

LB

Comments

Date

Date

Date

Requisition
Number
(additional
labs) (4)

Requisition
Number
(additional
labs) (4)

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Code ID CS
Labs only

Test Name CS
Labs only

Test Name CS
Labs only

2

2

2

2

2

2

2

2

2

2

2

11-FEB-2009

NA

<Row Deleted>

11-FEB-2009

<Row Deleted>

NA

<Row Deleted>

<Row Deleted>

<Row Deleted>

24-MAR-2010 15:28:41

18-FEB-2010 10:51:03

10-MAR-2010 10:21:01

24-MAR-2010 15:28:41

18-FEB-2010 10:51:03

10-MAR-2010 10:21:01

24-MAR-2010 15:28:41

18-FEB-2010 10:51:03

24-MAR-2010 15:28:41

18-FEB-2010 10:51:03

24-MAR-2010 15:28:41

Krysia Magnuson
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Vs Page number 43 Additional Vs

VS

Body Temperature

Heart Rate

Respiratory Rate

Actual Time

Body Temperature

Comments (2)

Comments (2)

Date

Diastolic Blood
Pressure

Heart Rate

Respiratory Rate

Systolic Blood
Pressure

1

1

1

2

2

2

2

2

2

2

2

2

NA

NA

NA

1051

ND

BLOOD PRESSURE IS NCS

11-FEB-2010

097

086

ND

161

ND

ND

ND

1141

36.7

BLOOD PRESSURE IS NCS

18-SEP-2009

088

085

20

146

12-FEB-2010 12:27:34

12-FEB-2010 12:27:34

12-FEB-2010 12:27:34

10-MAR-2010 10:13:36

10-MAR-2010 10:13:36

18-FEB-2010 10:51:40

10-MAR-2010 10:13:36
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Ds Page number 46 Study Competion

DS

Other specify
(2)

Reason for
withdrawal

1

1

NA

SUBJECT COMPLETED, BUT
WAS OUT OF WINDOW

OTHER
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SCREENING

MH 9PAGE_09

Diagnosis/Procedure 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

OCCASIONAL URINARY TRACT INFECTION

Please verify start date and that the condition is still ongoing.  Medication was only
given from 11Jun2009 - 15Jun2009.

this is occasional so I added it to the history but it is correct other than that.

Verified.  JLM 23Apr2010

Discrepancy Detail Report
Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:



Report run by Brian Saari at 05-MAR-2013 16:02:57 136Page

R264409113

L0689282_2

L0689282_2

R2022

R2022

98540511

1735659313

PCM.1

PCM.1

PCM

PCM

39

39

PAGE_39

PAGE_39

Indication

Unit

1

1

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

URINARY TRACT INFECTION

OTHER

Urinary tract infection is not currently captured on medical history.  Please verify
adding.

Please mark other and capsule to match source docuemtns

updated medical history.

Verified.  JLM 20Apr2010
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PCM.4

PCM 39PAGE_39

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please provide stop date when available.
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AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

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

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

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:



Report run by Brian Saari at 05-MAR-2013 16:02:57 139Page

R293519813

L0689282_2

L0689282_2
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68036811

80916411

ADDITIONAL LAB

ADDITIONAL LAB

LB

LB

42

42

PAGE_42

PAGE_42

Were any additional Laboratory evaluatio 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

YES

You will need to add the biomarker labs obtained at week 16 and 28.

Please move all Additional Assessments occurring on 11-Feb-2010 to the corresponding Week
28 page.
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Comments
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Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.
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Please add comment by investigator, 'BP is NCS'

Please move all Additional Assessments occurring on 11-Feb-2010 to the corresponding Week
28 page.
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Respiratory Rate 1

CURRENT

Data value changed. Disc no longer applicable.
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20

Please verify respirations.  Per source RR = 20.  Please review and amend the CRF if
applicable.
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Reason for withdrawal 1

CURRENT

Data value changed. Disc no longer applicable.
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OTHER

Week 28 assessments occurred outside of the +/- 7 day window. Please update Study
Completion Status to `Other, specify:¿ with the specification `Subject completed but was
out of window¿.
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