
   

CRF Report for Study E7694105
Report run by Brian Saari at 05-MAR-2013 11:42:48

Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4085

R4085

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy









02.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





03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





04.OS.1

OverFlow Section For Document Number R262518913

NO REGULAR CHECK-UPS, BRUSHES DAILY1



04.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









07.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





08.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.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

















































39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





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





39.1.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



















46.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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R262518613

Page_02

P3880_0342

R4085 Screening
02

Ic Page number 2 Screening

IE

Inclusion
Criteria Answer
6

YES

NO

19-JAN-2010 13:19:50

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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R262518713

Page_03

P3880_0342

R4085 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

19-JAN-2010 13:20:50

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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R262518913

Page_04

P3880_0342

R4085 Screening
04

Elig Page number 4 Screening

IE

Category

Did the subject
meet all of the
inclusio

Exemption
Granted?

Explanation (1)

If Yes, Date
Granted

Inclusion/Exclus
ion No.

1

1

1

1

1

1

YES

I

NO

YES

NO REGULAR CHECK-UPS,
BRUSHES DAILY

02-JUL-2009

6

19-JAN-2010 13:21:32

19-JAN-2010 13:21:32

19-JAN-2010 13:21:32

19-JAN-2010 13:21:32

19-JAN-2010 13:21:32

19-JAN-2010 13:21:32

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

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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R262519813

Page_07

P3880_0342

R4085 Screening
07

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

19-JAN-2010 13:22:48

19-JAN-2010 13:23:41

Kim Freschly

Kim Freschly

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
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R262519813

Page_07

P3880_0342

R4085 Screening
07

Lb Page number 7 Screening

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

08-JUN-2009

9159-0829

9159-0830

YES

NO

19-JAN-2010 13:23:41

19-JAN-2010 13:23:41

19-JAN-2010 13:23:41

19-JAN-2010 13:23:41

19-JAN-2010 13:23:41

19-JAN-2010 13:23:41

19-JAN-2010 13:23:41

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

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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R262519813

Page_07

P3880_0342

R4085 Screening
07

Upreg Page number 7 Screening

DRUGSCR

Result

1 N/A

19-JAN-2010 13:23:41

Kim Freschly

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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R262519813

Page_07

P3880_0342

R4085 Screening
07

Drgscr Page number 7 Screening

DRUGSCR

Result

1 NEGATIVE

19-JAN-2010 13:23:41

Kim Freschly

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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R262519913

Page_08

P3880_0342

R4085 Screening
08

Eg Page number 8 Screening

EG

Actual Time

Date

ECG
Interpretation

1

1

1

0817

02-JUL-2009

NORM

1042

08-JUN-2009

ABNCS

19-JAN-2010 13:25:19

19-JAN-2010 13:25:19

19-JAN-2010 13:25:44

Kim Freschly

Kim Freschly

Kim Freschly

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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R262520113

Page_10

P3880_0342

R4085 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Average number
of cigarettes
smoked per (2)
1

140

20

19-JAN-2010 13:26:18

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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R262521413

Page_16

P3880_0342

R4085 Sptp, Weeks 1-4
16

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

Section Header

DCM Blank flag

1

Y

N

07-AUG-2009 14:20:11

Lana Glaser

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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R288732113

Page_39

P3880_0342

R4085 Pcm
39

Pcm Page number 39 Pcm

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

A07

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

A07E

INTESTINAL
ANTIINFLAMMATORY AGENTS,
A07E

A07EA

CORTICOSTEROIDS ACTING
LOCALLY, A07EA

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

H02A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

H02AB

GLUCOCORTICOIDS, H02AB

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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R288732913

Page_39

P3880_0342

R4085 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

Stop Date

Stop Date

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A07

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

A07E

INTESTINAL
ANTIINFLAMMATORY AGENTS,
A07E

A07EA

CORTICOSTEROIDS ACTING
LOCALLY, A07EA

15-JUL-2009

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

H02A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

H02AB

GLUCOCORTICOIDS, H02AB

15-JUL-2009

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

19-JAN-2010 13:34:08

02-MAR-2010 10:22:26

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly

Kim Freschly

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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



Report run by Brian Saari at 05-MAR-2013 11:42:51 82Page

R288733513

Page_39

P3880_0342

R4085 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

Drug Modified
Reported Term

Drug name

Frequency

Preferred Term

Preferred Term

1

1

1

1

1

1

1

1

1

1

1

1

1

WALYDRIL

WALYDRIL

EVERY DAY

DIPHENHYDRAMINE
SALICYLATE

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AA

AMINOALKYL ETHERS, R06AA

WAL-DRYL

WAL-DRYL

ONCE

DIPHENHYDRAMINE
SALICYLATE

DIPHENHYDRAMINE

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

26-APR-2010 12:25:24

26-APR-2010 12:16:38

12-MAR-2010 11:57:46

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

Kim Freschly

Joanne Mccaigue

Joanne Mccaigue

Obvious spelling
correction.  JLM
26Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Data Entry Error

Data 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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R288733513

Page_39

P3880_0342

R4085 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Preferred Term
Code

Preferred Term
Code

Trade Name

Trade Name

Trade Name Code

Trade Name Code

1

1

1

1

1

1

00000407001

DIPHENHYDRAMINE
/00000407/

00000407005

00000407001

00000401001

DIPHENHYDRAMINE
/00000407/

00000407005

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

Data Change

Class. Change

Data Change

Class. Change

Data 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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R288734013

Page_39

P3880_0342

R4085 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

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

WALYDRIL

WALYDRIL

DIPHENHYDRAMINE
SALICYLATE

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AA

AMINOALKYL ETHERS, R06AA

WAL-DRYL

WAL-DRYL

DIPHENHYDRAMINE
SALICYLATE

DIPHENHYDRAMINE

00000407001

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

26-APR-2010 12:25:24

26-APR-2010 12:17:01

26-APR-2010 14:24:56

27-APR-2010 12:10:38

26-APR-2010 14:24:56

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

Obvious spelling
correction.  JLM
26Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Data Change

Class. 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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R288734013

Page_39

P3880_0342

R4085 Pcm.3

Pcm Page number 39 Pcm.3

CM1

Preferred Term
Code

Trade Name

Trade Name

Trade Name Code

Trade Name Code

1

1

1

1

1

00000407001

DIPHENHYDRAMINE
/00000407/

00000407005

00000401001

DIPHENHYDRAMINE
/00000407/

00000407005

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

Class. Change

Data Change

Class. Change

Data 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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R298120913

Page_39

P3880_0342

R4085 Pcm.4

Pcm Page number 39 Pcm.4

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

Frequency

Preferred Term

Preferred Term
Code

Stop Date

Stop Date

Unit

other, specify
(frequency)

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

UNK

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

OTHER

CORTICOSTEROID NOS

00768301001

UNK

OTHER

UNKNOWN

UNKNOWN

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 14:34:22

26-APR-2010 10:36:00

26-APR-2010 10:36:00

18-MAR-2010 11:07:26

13-APR-2010 10:35:02

26-APR-2010 14:34:22

26-APR-2010 14:34:22

26-APR-2010 14:34:22

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Lana Glaser

Lana Glaser

Kim Freschly

Kim Freschly

Kim Freschly

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Class. Change

Class. Change

Data Entry Error

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288735913

Page_46

P3880_0342

R4085 Study Competion
46

Ds Page number 46 Study Competion

DS

Date the subject
completed OR
withdrew f
1

15-OCT-2009

30-JUL-2009

12-MAR-2010 12:39:13

Lana Glaser

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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R262518613

P3880_0342

P3880_0342

R4085

R4085

1790983713

71447011

SCREENING

SCREENING

IC

IC

2

2

PAGE_02

PAGE_02

Inclusion Criteria Answer 6

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

NO

Please review - waiver present no regular dental check-ups

Response to Inclusion Criterion <06> is No.  Please verify response and ensure subject
eligibility page is completed as appropriate.

correct as entered, waiver obtained

Discrepancy Detail Report
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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R262518913

P3880_0342 R40851790983813

SCREENING

ELIG 4PAGE_04

Did the subject meet all of the inclusio 1

CURRENT
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NO

Please review - waiver present no regular dental check-ups
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20090608

Please add 08Jun09 ECG here and 01Jul09 ECG as unscheduled
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Average number of cigarettes smoked per 1
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20

Please review
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ONCE

Please verify one time per source.
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Drug name 1

CURRENT
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WAL-DRYL

Please see source, steriod should be entered. All fields will be entered UNK.

steroid added
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PAGE_39

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed
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MANUAL HEADER
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MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Since it is Unknown if subject stopped or continued drug, please put in 'UNK' for stop
date.

Please mark Other and specify 'Unknown.'

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

corrected

Verified.  JLM 21Apr2010

Verified.  JLM 26Apr2010

Verified.  JLM 21Apr2010
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Please mark Other and specify 'Unknown.'

Verified.  JLM 26Apr2010
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Date the subject completed OR withdrew f 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090730

Please verify date of last study visit shoudl be entered. Please verify per source date
should be 30 JUL 2009 at week 4 phone call.
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