
   

CRF Report for Study E8230249
Report run by Tamara Fisher at 13-AUG-2014 15:59:01

Abc 123

Abc 123

M01

All statuses

All statuses

1022

1022

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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007.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





008.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















014.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









023.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





















033.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







035.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







037.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





















045.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





















055.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







057.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





058.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





059.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





















067.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







069.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









080.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











084.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





085.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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Page_07

M01

1022 Screen 1
007

Msft Page number 7 Screen 1

INDYN

Date

Date

1

1

26-MAR-1989

26-MAR-1989

01-OCT-2010

14-NOV-2010 10:22:45
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Matthew Mickelson

Data Entry Error
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Page_08

M01

1022 Screen 1
008

Vs Page number 8 Screen 1
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Oral Temperature
(C)
1

36.4
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Page_14

M01

1022 Screen 2
014

Usual Page number 14 Screen 2

INDYN

Date

1 14-OCT-2010

14-NOV-2010 10:54:26
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Data Entry Error
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M01

1022 Baseline, Day -1
020

Pcu Page number 20 Baseline, Day -1

PCU

Start Time

Stop Time

1

1

0644

0641

0640

0700

03-DEC-2010 09:43:24

03-DEC-2010 09:43:24

Dawn Winter

Dawn Winter

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 Tamara Fisher at 13-AUG-2014 15:59:04 124Page

R338878813

Page_23
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1022 Day 1
023

Alc Page number 23 Day 1

SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

Date of
Assessment

Was Daily
Alcohol
Consumption Rate
Asses

1

1

1

1

NO

00

00

28-OCT-2010

YES

08-JAN-2011 11:08:51

08-JAN-2011 11:08:51

08-JAN-2011 11:08:51

08-JAN-2011 11:08:51

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter
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Data Entry Error
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1022 Day 1
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Snus_Disp Page number 25 Day 1
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DCM Blank flag

1
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Y

16-NOV-2010 13:54:30
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Data Entry Error
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Pcu Page number 33 Day 1
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Start Time

Stop Time

1

1
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03-DEC-2010 09:53:07

03-DEC-2010 09:53:07
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Data Entry Error
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1022 Day 2
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Alc Page number 35 Day 2

SU

12-ounce serving
of Ultralight
Beer (1)
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of White or Rose
Wine (2)

1

1

2

00

02

22-DEC-2010 15:13:23

22-DEC-2010 15:13:23

Matthew Mickelson
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Data Entry Error
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1

N

Y
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Alc Page number 45 Day 3
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12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

Date of
Assessment

Was Daily
Alcohol
Consumption Rate
Asses

1

1

1

1

NO

00

00

30-OCT-2010

YES

08-JAN-2011 13:54:50

08-JAN-2011 13:54:50

08-JAN-2011 13:54:50

08-JAN-2011 13:54:50

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter
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Y
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1022 Day 5/Early Term
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Alc Page number 67 Day 5/Early Term
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Was Daily
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1

1

1

1

NO

00

00

01-NOV-2010

YES

10-JAN-2011 08:31:36

10-JAN-2011 08:31:36

10-JAN-2011 08:31:36

10-JAN-2011 08:31:36
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Dawn Winter

Dawn Winter

Dawn Winter
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Page_69
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DCM Blank flag

1
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Page_77

M01

1022 Day 5/Early Term
077

Pcu Page number 77 Day 5/Early Term

PCU

Start Time

Stop Time

1

1

0641

0641

0640

0700

03-DEC-2010 10:07:58

03-DEC-2010 10:07:58

Dawn Winter

Dawn Winter

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 Tamara Fisher at 13-AUG-2014 15:59:04 138Page

R339505713

Page_80

M01

1022 Day 5/Early Term
080

Lb Page number 80 Day 5/Early Term

LB

Requisition
Number 2 (if
applicable): (2)
1

G796507 17-FEB-2011 14:13:17

Dawn Winter

Data Entry Error

1

Document #:
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Page_84

M01

1022 Pcm
084

Pcm Page number 84 Pcm

CM

ATC1

ATC1 Code

ATC2

ATC2 Code

ATC3

ATC3 Code

ATC4

ATC4 Code

Drug Name

1

1

1

1

1

1

1

1

1

DERMATOLOGICALS, D

D

ANTIPRURITICS, INCL.
ANTIHISTAMINES,
ANESTHETICS,, D04

D04

ANTIPRURITICS, INCL.
ANTIHISTAMINES,
ANESTHETICS,, D04A

D04A

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

D04AA

OVER THE COUNTER NIGHT
TIME SLEEP AID

NERVOUS SYSTEM, N

N

PSYCHOLEPTICS, N05

N05

HYPNOTICS AND SEDATIVES,
N05C

N05C

OTHER HYPNOTICS AND
SEDATIVES, N05CM

N05CM

DIPHENHYDRAMINE

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

21-FEB-2011 12:32:59

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Luis Hernandez

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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Page_85

M01

1022 Ae
085

Ae Page number 85 Ae

AE

Action Taken
with Study
Treatment

Action Taken
with Study
Treatment

Adverse Event

Did the subject
experience any
adverse e

Event Number

None (1)

Ongoing

Onset Date

Onset Time

Other (2)

Other, Specify

Outcome

Relationship to
Study Treatment

1

1

1

1

1

1

1

1

1

1

1

1

1

NA

NO

NA

NOT CHANGED

PAIN RIGHT ANTECUBITAL
POST BLOOD DRAW

YES

1

01-NOV-2010

2200

CHECK

ICE PACK

RECED

NOT RELATED

16-NOV-2010 11:51:28

21-FEB-2011 12:31:23

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

Jessica Biegel

Luis Hernandez

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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1
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Page_85

M01

1022 Ae
085

Ae Page number 85 Ae

AE

Required
concomitant
medication

Required
withdrawal from
study

Resolved Date

Resolved Time

Serious Event

Severity

1

1

1

1

1

1

01-NOV-2010

2330

NO

MILD

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

16-NOV-2010 11:51:28

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Jessica Biegel

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 
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R338877013

M01 1022295852511

SCREEN 1

VS 8PAGE_08

Oral Temperature (C) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

36.7

source data indicates 36.7 vs 36.4. Please review and correct CRF.

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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R338924013

M01 1022300420511

DAY 4

SNUS_DISP 58PAGE_58

Amount Dispensed 9

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

2

Please verify to source (it appears 2 SNUS were given at 21:17)

Document #:

Discrepancy ID:

Visit:

CRF:
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Value Text:
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Review Status:

Discrepancy:

Internal Comment:
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Visit Date:
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Row:
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M01 1022300428311

PCM

PCM 84PAGE_84

Drug Name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

DIPHENHYDRAMINE

Please consider updating to "diphenhydramine" per source footnote.

Document #:

Discrepancy ID:
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CRF:
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Review Status:

Discrepancy:

Internal Comment:
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Visit Date:

Section:

Patient:
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Row:
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AE

AE 85PAGE_85

Action Taken with Study Treatment 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NOT CHANGED

Please update per source footnote (dose not changed)
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