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All statuses

All statuses

R2017

R2017

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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OverFlow Section For Document Number R246075913

AMERICAN INDIAN OR ALASKAN NATIVE, WHITE1
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Links to Discrepancy and Audit Sections
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Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections
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COLD TURKEY 1990 THROUGH 1996 QUIT SMOKING DUE TO A PREGNANCY.1
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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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Page_05
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R2017 Screening
05

Dm Page number 5 Screening

DM

Race Other

Race Other

1

1

AMERICAN INDIAN/WHITE

AMERICAN INDIAN OR
ALASKAN NATIVE,/WHITE

AMERICAN INDIAN OR
ALASKAN NATIVE,/WHITE

AMERICAN INDIAN OR
ALASKAN NATIVE, WHITE

22-SEP-2009 12:23:05

24-FEB-2010 14:24:42

Amanda Lynn

Krysia Magnuson '...Native/,White'
to '...Native,
White'.

Data Entry Error

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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Page_07
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R2017 Screening
07

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

22-SEP-2009 12:26:07

22-SEP-2009 12:26:25

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
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R2017 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

27-APR-2009

117-685-0041-0

YES

NO

22-SEP-2009 12:26:25

22-SEP-2009 12:26:25

22-SEP-2009 12:26:25

22-SEP-2009 12:26:25

22-SEP-2009 12:26:25

22-SEP-2009 12:26:25

22-SEP-2009 12:26:25

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 #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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Page_09

L0689282_2

R2017 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

Date of Onset

Date of
Resolution

1

1

1

1

1

1

2

2

2

2

2

3

3

NO

00-00-1981

TENSION HEADACHES

YES

CHECKED

01

00-00-1961

HEART MURMUR

CHECKED

02

00-00-2007

11-JUN-2009 16:04:29

11-JUN-2009 16:04:29

11-JUN-2009 16:04:29

11-JUN-2009 16:04:29

11-JUN-2009 16:04:29

11-JUN-2009 16:04:29

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

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

Data Entry Error

Row Inserted

Row Inserted

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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Page_09
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R2017 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

3

3

3

4

4

4

4

4

5

5

5

5

5

5

5

IRRITABLE BOWEL SYNDROME
MODERATE

CHECKED

03

00-00-1974

MILD ROSACEA

CHECKED

04

00-00-2005

00-00-2005

PARTIAL HYSTERECTOMY

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

22-SEP-2009 12:27:16

21-OCT-2009 17:16:09

22-OCT-2009 14:26:16

21-OCT-2009 17:16:09

22-OCT-2009 14:26:16

21-OCT-2009 17:16:09

22-OCT-2009 14:26:16

21-OCT-2009 17:16:09

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Diane Yann

Amanda Lynn

Diane Yann

Amanda Lynn

Diane Yann

Amanda Lynn

Diane Yann

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R2017 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Sequence Number

5

5 05

21-OCT-2009 17:16:09

22-OCT-2009 14:26:16

Diane Yann

Amanda Lynn

Row Inserted

Data Entry Error

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Page_10
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R2017 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

If yes, how many
(other attempts
to quit (6)
1

SEVERAL

1

22-SEP-2009 12:29:08

Amanda Lynn

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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Page_11

L0689282_2

R2017 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

11-JUN-2009 16:05:21

Amanda Lynn

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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Page_20
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R2017 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

4

NO

YES

23-OCT-2009 15:05:32

23-OCT-2009 15:05:32

Amanda Lynn

Amanda Lynn

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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Page_31
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R2017 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

180

70

14-DEC-2009 11:36:11

Amanda Lynn

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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Page_39
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R2017 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

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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Page_39
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R2017 Pcm.3

Pcm Page number 39 Pcm.3

CM1

Dose

Indication

1

1

300

WEIGHT LOSS VITAMINS

30

WEIGHT LOSS

22-SEP-2009 12:44:16

09-APR-2010 15:58:05

Amanda Lynn

Amanda Lynn

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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Page_39
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R2017 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Dose

Unit

other, specify
(unit)

1

1

1

220

MILLIGRAMS

1

OTHER

CAPSULE

14-DEC-2009 11:47:32

14-DEC-2009 11:47:32

14-DEC-2009 11:47:32

Amanda Lynn

Amanda Lynn

Amanda Lynn

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



Report run by Brian Saari at 05-MAR-2013 15:30:14 82Page

R264389913

Page_40
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R2017 Ae
40

Ae Page number 40 Ae

AE1

Severity

1 MODERATE

31-AUG-2009 12:34:39

Amanda Lynn

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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SCREENING

DM 5PAGE_05

Race Other 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

AMERICAN INDIAN OR ALASKAN NATIVE, WHITE

please iclude "or alaskan native"

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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SCREENING

UPREG 7PAGE_07

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete

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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SCREENING

DRGSCR 7PAGE_07

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete

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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SCREENING

SMOKING HISTORY 10PAGE_10

If yes, how many (other attempts to quit 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1

Please review if this is once

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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L0689282_2

R2017

R2017

1737347713

1777354213

SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

1

5

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

TENSION HEADACHES

PARTIAL HYSTERECTOMY

Please add Heart murmur, IBS,rosacea

Please add Hysterectomy, 2005.

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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R2017

R2017

1737348113

1737348013

IP, WEEK 6

IP, WEEK 6

STATUS REVIEW

STATUS REVIEW

20

20

PAGE_20

PAGE_20

If Subject was not compliant, approximat

Was Subject compliant

1

1

CURRENT

CURRENT

No Action Required

No Action Required

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

YES

Please review if subject was compliant, last cig on 10Jun2009

Please review if subject was compliant, last cig on 10Jun2009

please explain query because it is correct as is.

please explain query correct as is.

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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IP, WEEK 16

STATUS REVIEW 31PAGE_31

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

70

Please review how many cigarettes smoked in the past week.

The value of 180 is for a 3 week period; may need to get the results from the subject
Diary.

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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L0689282_2

R2017

R2017

1737348713

98540411

PCM.3

PCM.3

PCM

PCM

39

39

PAGE_39

PAGE_39

Dose

Indication

1

1

CURRENT

CURRENT

No Action Required

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

30

WEIGHT LOSS

Please review value

Please verify/update indicaton to 'weight loss.'  (remove vitamins)

Verified.  JLM 20Apr2010

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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PCM.4

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1

This is a combination drug, please review source for dose and unit and revise CRF page.

I entered it as one capsule as it is a combined drug and don't know the doses of each.

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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Deleted CRFs Report




