
   

CRF Report for Study E7694105
Report run by Brian Saari at 06-MAR-2013 12:42:09

Abc 123

Abc 123

CDB_001

All statuses

All statuses

R1032

R1032

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:
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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
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OverFlow Section For Document Number R258777913

ON HER OWN WITHOUT THE USE OF ANY SMOKING CESSATION AIDS1



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

















16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





17.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





18.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







22.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





25.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







27.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.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
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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

Click here to navigate to discrepancy details 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
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Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





40.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





40.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





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
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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







43.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
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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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R258777813

Page_09

CDB_001

R1032 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

1

1

1

1

1

1

2

2

2

2

2

NO

00-00-1996

RECURRENT JOINT PAIN

YES

CHECKED

1

00-00-2002

ACNE

CHECKED

2

03-DEC-2009 11:45:01

03-DEC-2009 11:45:01

03-DEC-2009 11:45:01

03-DEC-2009 11:38:25

03-DEC-2009 11:45:01

03-DEC-2009 11:45:01

03-DEC-2009 11:45:01

03-DEC-2009 11:45:01

03-DEC-2009 11:45:01

03-DEC-2009 11:45:01

03-DEC-2009 11:45:01

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

need to change to
yes as subject has
relevant med hx

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

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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R258777913

Page_10

CDB_001

R1032 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
attemps) (7)
1

ON HER OWN

ON HER OWN WITHOUT THE
USE OF ANY SMOKING
CESSATION AIDS

01-SEP-2009 16:31:27

Christina Breedlove Verified with
subject that she
quit smoking once
fo four years on
her own. No
smoking cessation
aids were used.

Data Entry Mode

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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R265903413

Page_16

CDB_001

R1032 Sptp, Weeks 1-4
16

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

Section Header

DCM Blank flag

1

Y

N

27-AUG-2009 11:02:22

Sharon Daly

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
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R266592213

Page_17

CDB_001

R1032 Ip, Week 6
17

Vs Page number 17 Ip, Week 6

VS

Actual Time

1

0802

0812

03-DEC-2009 11:47:06

Sharon Daly

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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R266592313

Page_18

CDB_001

R1032 Ip, Week 6
18

Lb Page number 18 Ip, Week 6

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

ND

NA

NO

03-DEC-2009 11:48:36

03-DEC-2009 11:48:36

Sharon Daly

Sharon Daly

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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R266592513

Page_20

CDB_001

R1032 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

21

NO

YES

03-DEC-2009 11:49:57

03-DEC-2009 11:49:57

Sharon Daly

Sharon Daly

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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R272553313

Page_22

CDB_001

R1032 Ip, Week 10
22

Vs Page number 22 Ip, Week 10

VS

Weight

1

221

221.0

25-MAR-2010 10:26:01

Christina Breedlove Decimal added Per
Query

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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R272554813

Page_24

CDB_001

R1032 Ip, Week 10
24

Ex Page number 24 Ip, Week 10

EX1

0.5 g of snus or
placebo logs
dispensed

1.0 g of snus or
placebo logs
dispensed

1

1

2

0

10-FEB-2010 15:43:34

10-FEB-2010 15:43:34

Christina Breedlove

Christina Breedlove

Validation Status
changed

Validation Status
changed

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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R277143313

Page_25

CDB_001

R1032 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

If Subject was
not compliant,
approximat (5)
1

0 03-DEC-2009 11:53:28

Sharon Daly

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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R278168013

Page_27

CDB_001

R1032 Ip, Week 16
27

Lb Page number 27 Ip, Week 16

LB

Date

1

06-NOV-2006

06-NOV-2009

03-MAR-2010 16:23:10

Christina Breedlove

Data Entry Mode

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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R266137013

Page_39

CDB_001

R1032 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Dose

Dose

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

30/03

3/0.03

3 DROSPIRENONE/0.03
ETHINYL ESTRADIOL

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G03

SEX HORMONES AND
MODULATORS OF THE
GENITAL SYSTEM, G03

G03A

HORMONAL CONTRACEPTIVES
FOR SYSTEMIC USE, G03A

G03AA

PROGESTOGENS AND
ESTROGENS, FIXED
COMBINATIONS, G03AA

3/0.03

3 DROSPIRENONE/0.03
ETHINYL ESTRADIOL

1

DROSPIRENONE
W/ETHINYLESTRADIOL

01502501001

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

03-DEC-2009 11:55:42

10-FEB-2010 15:45:37

14-APR-2010 11:43:08

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

Sharon Daly

Christina Breedlove

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

per query

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Validation Status
changed

Investigator
Correction

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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R266137013

Page_39

CDB_001

R1032 Pcm
39

Pcm Page number 39 Pcm

CM1

Unit

1

MILLIGRAMS

TABLET

14-APR-2010 11:43:08

Christina Breedlove
per query

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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R266137113

Page_39

CDB_001

R1032 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

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

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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R278169513

Page_39

CDB_001

R1032 Pcm.3

Pcm Page number 39 Pcm.3

CM1

Indication

Indication

1

1

SPIDER BITE

SPIDER BITE IMFLAMMATION

SPIDER BITE IMFLAMMATION

SPIDER BITE

09-NOV-2009 13:54:06

03-DEC-2009 11:57:47

Rossana Matos

Sharon Daly

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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R266137613

Page_40

CDB_001

R1032 Ae
40

Ae Page number 40 Ae

AE1

Resolved Time

1

NA

UNK

03-DEC-2009 12:00:56

Sharon Daly

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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R277144713

Page_40

CDB_001

R1032 Ae.1

Ae Page number 40 Ae.1

AE1

Serious Event

1

YES

NO

22-JAN-2010 08:49:31

Christina Breedlove Per source
confirmed to be
"NO"

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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R289364213

Page_40

CDB_001

R1032 Ae.5

Ae Page number 40 Ae.5

AE1

Adverse Event

1

INCREASED APPITITE

INCREASED APPETITE

04-MAR-2010 10:37:46

Krysia Magnuson Appitite to
Appetite. KAY
04Mar2010.

ODM/SEC

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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R282897813

Page_41

CDB_001

R1032 Additional Ecg
41

CRF Header

DCI Blank Flag

1

Y

N

10-FEB-2010 15:56:42

Christina Breedlove

Validation Status
changed

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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R282898113

Page_43

CDB_001

R1032 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Body Temperature

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

1

1

1

1

1

1

1

1

1

1

1

1

1

1

NA

NA

0742

NA

ND

C

06-NOV-2009

081

MMHG

NA

ND

BEATS/MINUTE

SEATED

NA

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

25-FEB-2010 13:40:24

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

25-FEB-2010 13:40:24

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

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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R282898113

Page_43

CDB_001

R1032 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Were Vital Signs
Collected/Were
any addi (1)

1

1

1

1

1

NA

NO

ND

BREATHS/MINUTE

139

MMHG

YES

25-FEB-2010 13:40:24

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

10-FEB-2010 15:59:16

10-FEB-2010 15:57:40

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Validation Status
changed

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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R258777813

CDB_001

CDB_001

CDB_001

R1032

R1032

R1032

1790111113

1790112613

14131811

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Does the subject have any relevant medic 1

CURRENT

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

YES

Please verify per source migraines and headaches are ongoing.  Also please verify tubal
ligation should be added.

Please disregard previous query, data belonged to wrong subject, however, please verify
there are ongoing med hx items to be added.

wrong subject

will add ongoing med hv items

cannot list med hx items as it appears  it is locked (area gray)

Discrepancy Detail Report
Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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R258777813

CDB_001 R103214131911

SCREENING

MH 9PAGE_09

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

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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R258777913

CDB_001 R10321718177313

SCREENING

SMOKING HISTORY 10PAGE_10

Comments (other attemps) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ON HER OWN WITHOUT THE USE OF ANY SMOKING CESSATION AIDS

Please clarify

Verified with subject that she quit smoking once fo four years on her own. No smoking
cessation aids were used.

Verified with subject that she quit smoking once fo four years on her own. No smoking
cessation aids were used.

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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R266592213

CDB_001 R10321790112913

IP, WEEK 6

VS 17PAGE_17

Actual Time 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

0812

Please verify time per source.

should be 08:12

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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R266592313

CDB_001

CDB_001

R1032

R1032

1790113113

1790113213

IP, WEEK 6

IP, WEEK 6

LB

LB

18

18

PAGE_18

PAGE_18

Requisition Number 1:

Were there any clinically significant la

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

NA

NO

Please verify should be NA.

Please verify should be no.

will change

verified

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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CDB_001 R10321790123713

IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Please provide source.

subject did not smoke  in past week / SD, will change CRF to reflect this.

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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R272553313

CDB_001 R103290339011

IP, WEEK 10

VS 22PAGE_22

Weight 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

221.0

Please report weight with one decimal.

Decimal added Per Query

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 R103260760111

IP, WEEK 10

EX 24PAGE_24

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please complete entry.

confirmed with source

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R277143313

CDB_001 R10321790124013

IP, WEEK 13

STATUS REVIEW 25PAGE_25

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Please verify per guidelines if no cigarettes were smoked this cell should be left blank.

correct, will delete

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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R278168013

CDB_001 R103276422111

IP, WEEK 16

LB 27PAGE_27

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20091106

Please verify updating date to 06-Nov-2009.

per query

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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R266137013

CDB_001

CDB_001

R1032

R1032

1790126713

98512111

PCM

PCM

PCM

PCM

39

39

PAGE_39

PAGE_39

Dose 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

1

Please add active ingredients to source. Please show which ingredient goes with which
amount.

Please verify and update dose to '1' and unit to 'tablet'

per query

per query. active ingredients add to source

Verified.  JLM 19Apr2010

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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R278169513

CDB_001 R10321790126413

PCM.3

PCM 39PAGE_39

Indication 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

SPIDER BITE

Please verify spelling of "inflammation"

investigator  had dx of spider bite, inflammation should be deleted

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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R266137613

CDB_001

CDB_001

CDB_001

R1032

R1032

R1032

1790129313

20534611

20524211

AE

AE

AE

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Resolved Time 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

UNK

Please verify should be UNK.

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

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

will change

data has already been entered

data has already been entered

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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R277144713

CDB_001

CDB_001

R1032

R1032

20534711

20524311

AE.1

AE.1

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 SINUSITIS but Resolved Date and/or Time are
missing.  Please reconcile.

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

Resolved date is 27/Sep/2009 but resolved time is UNK

Resolved date is 27/Sep/2009 but resolved time is UNK

Resolved date is 27/Sep/2009 but resolved time is UNK

Resolved date is 27/Sep/2009 but resolved time is UNK

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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R278169313

CDB_001

CDB_001

R1032

R1032

20534811

20524411

AE.2

AE.2

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 SPIDER BITE but Resolved Date and/or Time are
missing.  Please reconcile.

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

Resolved date is 25/Oct/2009 but resolved time is UNK

Resolved date is 25/Oct/2009 but resolved time is UNK

Resolved date is 25/Oct/2009 but resolved time is UNK

Resolved date is 25/Oct/2009 but resolved time is UNK

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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R278169413

CDB_001

CDB_001

R1032

R1032

20534911

20524511

AE.3

AE.3

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 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.

Resolved date is 29/Oct/2009 but resolved time is UNK

Resolved date is 29/Oct/2009 but resolved time is UNK

Resolved date is 29/Oct/2009 but resolved time is UNK

Resolved date is 29/Oct/2009 but resolved time is UNK

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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CDB_001

CDB_001

R1032

R1032

71440911

71437011

AE.4

AE.4

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 IRRITABILITY but Resolved Date and/or Time are
missing.  Please reconcile.

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

Confirmed AE of irritability Resolved on "08/Aug/2009" and  Resolved time is "unknown"

Confirmed AE of irritability Resolved on "08/Aug/2009" and  Resolved time is "unknown"

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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R289364213

CDB_001

CDB_001

R1032

R1032

78097111

78099111

AE.5

AE.5

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

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

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

Resolved date and time were entered

Resolved date and time were entered

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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ADDITIONAL ECG

EG 41PAGE_41

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please answer question.

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 06-MAR-2013 12:42:13 120Page
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ADDITIONAL VS

VS 43PAGE_43

Were Vital Signs Collected/Were any addi 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

YES

Please verify per source repeat was performed on week 16.

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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