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All statuses

All statuses

R4002

R4002

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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Data value
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07.LINKS

Links to Discrepancy and Audit Sections

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





10.LINKS

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





12.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
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Links to Discrepancy and Audit Sections

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









































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
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Links to Discrepancy and Audit Sections

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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R4002 Screening
09

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

20-OCT-2009 14:27:33

20-OCT-2009 14:27:53

Lana Glaser

Lana Glaser
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R4002 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

1

1

1

1

1

1

NO

00-00-1994

POST-MENOPAUSAL

YES

CHECKED

1

03-MAR-2010 10:43:34

03-MAR-2010 10:43:34

03-MAR-2010 10:43:34

03-MAR-2010 10:43:34

03-MAR-2010 10:43:34

03-MAR-2010 10:43:34

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly
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Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

2

Document #:

Patient
Site

Visit

Visit Date

CRF
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R240051113

Page_10

P3880_0342

R4002 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
cessation aids)
(4)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

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

1

1

1

1

NO

YES

COLD TURKEY

SMOKING CESSATION CLASS

2

10-JUN-2009 09:12:10

10-JUN-2009 09:10:53

10-JUN-2009 09:12:10

10-JUN-2009 09:12:10

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error
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R4002 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

3

3

NO

NE

NE

NO

13-MAY-2009 11:26:58

10-JUN-2009 09:13:02

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error
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R4002 Screening
12

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

20-OCT-2009 14:48:34

20-OCT-2009 14:48:41

Lana Glaser

Lana Glaser

Data Entry Error
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R4002 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Sequence Number

Findings

Sequence Number

1

1

1

1

1

2

2

YES

NO

NO

NO

YES

ABSENT TONSILS

1

RIGHT LOWER MOLAR
CRACKED

2

20-OCT-2009 14:28:36

20-OCT-2009 14:48:41

08-JAN-2010 09:27:19

08-JAN-2010 09:27:19

08-JAN-2010 09:27:19

08-JAN-2010 09:27:19

08-JAN-2010 09:27:19

Lana Glaser

Lana Glaser

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Pass1

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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Page_17

P3880_0342

R4002 Ip, Week 6
17

Vs Page number 17 Ip, Week 6

VS

Date

1

13-MAR-2009

13-APR-2009

10-JUN-2009 09:13:30

Kim Freschly

Data Entry Error
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Page_20
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R4002 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

0 07-JUL-2009 14:00:12

Kim Freschly

Data Entry Error

1

Document #:
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Page_39
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R4002 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

Start Date

1

1

1

1

1

1

1

1

1

1

1

1

1

MULTI VITAMIN

MULTI VITAMIN

00-00-2004

A

ALIMENTARY TRACT AND
METABOLISM, A

A11

VITAMINS, A11

A11A

MULTIVITAMINS,
COMBINATIONS, A11A

A11AB

MULTIVITAMINS, OTHER
COMBINATIONS, A11AB

MULTIVITAMIN

MULTIVITAMIN

MULTIVITAMINS

00116001001

00-JAN-2004

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

12-APR-2010 10:01:26

26-APR-2010 10:36:00

26-APR-2010 10:36:00

07-JUL-2009 14:00:42

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Kim Freschly

Obvious spelling
correction.  JLM
12Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Data Change

Data Change

Data Entry Error
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Page_40
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R4002 Ae.4

Ae Page number 40 Ae.4

AE1

Adverse Event

1

INCREASED SALIVATION

HYPERSALIVATION

20-OCT-2009 14:57:12

Lana Glaser

Data Entry Error

1
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R251814213

Page_43

P3880_0342

R4002 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Actual Time

Body Temperature

Body Temperature

Body Temperature
Unit

Body Temperature
Unit

Comments (2)

Comments (2)

Date

Date

Date

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure

2

2

2

2

2

2

2

2

2

2

2

2

2

2

C

ND

<Row Deleted>

<Row Deleted>

C

<Row Deleted>

<Row Deleted>

ND

<Row Deleted>

<Row Deleted>

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

04-JAN-2010 09:31:53

25-FEB-2010 10:29:30

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Kim Freschly

Kim Freschly

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted
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R251814213

Page_43

P3880_0342

R4002 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Diastolic Blood
Pressure unit

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate

Heart Rate Unit

Heart Rate Unit

Other, specify
(1)

Other, specify
(1)

Position
(Unscheduled)
(2)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate

Respiratory Rate
Unit

Respiratory Rate
Unit

2

2

2

2

2

2

2

2

2

2

2

2

2

2

MMHG

BEATS/MINUTE

BREATHS/MINUTE

MMHG

<Row Deleted>

<Row Deleted>

BEATS/MINUTE

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

BREATHS/MINUTE

<Row Deleted>

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

1

Document #:
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Page_43

P3880_0342

R4002 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Systolic Blood
Pressure unit

2

2

2

2

MMHG

<Row Deleted>

MMHG

<Row Deleted>

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

27-OCT-2009 13:15:50

24-MAR-2010 15:35:46

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

1

Document #:
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Visit
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CRF
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R240047313

P3880_0342 R400252828911

SCREENING

UPREG 7PAGE_07

Result 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

N/A

If subject is female and N/A is selected for pregnancy test, a corresponding medical
history event must be present (hysterectomy, menopause, etc...).      Please verify sex
and urine pregnancy test data.    If correct, please update medical history accordingly.

Per PI subject is post-menopausal, subject has no symptoms and takes no medications.

DM Response: Per CRF Completion Guidelines, if NA is selected for pregnancy test, the
subject must either be male or have a medical history indicating they are of non-
childbearing potential. Please add 'Post-menopausal' to medical history.

SITE: POST-MENOPAUSAL HAS BEEN ADDED TO MED HISTORY

MH added.

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:
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P3880_0342 R40021637950113

SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please update to 'No' per CRF guidelines

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:
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Row:
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R240052313

P3880_0342 R400236096511

SCREENING

PE 12PAGE_12

Does the subject have any abnormal findi 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

YES

Please add absent tonsils and cracked molar - per PE source

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:
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Visit Date:
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Patient:

Qualifying Value:

Row:
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R242653813

P3880_0342 R40021637950513

IP, WEEK 6

VS 17PAGE_17

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090413

Please review date (month)

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:
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Patient:
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Row:
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R251813013

P3880_0342 R400253426711

IP, WEEK 6

LB 18PAGE_18

Date 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20090414

Please verify date of Week 6 labs (14Apr2009) as it is inconsistent with all other Week 6
assessments (13Apr2009).   If correct, please provide an explanation via query resolution
comment.

subject was nonfasting on April 13 so returned Apr 14 for fasting labs,  date correct as
entered

See query comment. KAY 24Feb2010.

Document #:
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P3880_0342 R40021690539413

IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

Subject was compliant - please leave blank.

Document #:
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Visit:
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Internal Comment:
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Resolution Text:
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Row:
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R240078413

P3880_0342 R40021690539713

PCM

PCM 39PAGE_39

Start Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

200401

Per source, subject started in Jan 2004

Document #:
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Internal Comment:
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