
   

CRF Report for Study E8230249
Report run by Tamara Fisher at 13-AUG-2014 15:05:14

Abc 123

Abc 123

M01

All statuses

All statuses

1018

1018

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









002.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF















008.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF

































022.LINKS

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







025.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







047.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







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



























080.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

















084.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





084.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









085.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





085.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





085.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





085.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







085.U7.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





085.U8.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.U9.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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R337860113

Page_22

M01

1018 Baseline, Day -1
022

Max Page number 22 Baseline, Day -1

INDYN

Date

1

21-OCT-2010

20-OCT-2010

16-NOV-2010 13:59:36

Dawn Winter

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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R335948613

Page_23

M01

1018 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)

1

1

2

02

00

22-DEC-2010 15:00:31

22-DEC-2010 15:00:31

Matthew Mickelson

Matthew Mickelson

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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R337860313

Page_25

M01

1018 Day 1
025

Snus_Disp Page number 25 Day 1

Section Header

DCM Blank flag

1

N

Y

16-NOV-2010 13:18:36

Dawn Winter

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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R335945813

Page_35

M01

1018 Day 2
035

Alc Page number 35 Day 2

SU

12-ounce serving
of Ultralight
Beer (1)

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

1

1

2

02

00

22-DEC-2010 15:01:34

22-DEC-2010 15:01:34

Matthew Mickelson

Matthew Mickelson

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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R337861313

Page_37

M01

1018 Day 2
037

Snus_Disp Page number 37 Day 2

Section Header

DCM Blank flag

1

N

Y

01-FEB-2011 09:02:18

Dawn Winter

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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R335951813

Page_45

M01

1018 Day 3
045

Alc Page number 45 Day 3

SU

12-ounce serving
of Ultralight
Beer (1)

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

1

1

2

00

02

22-DEC-2010 15:02:47

22-DEC-2010 15:02:47

Matthew Mickelson

Matthew Mickelson

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 15:05:18 141Page

R337862213

Page_47

M01

1018 Day 3
047

Snus_Disp Page number 47 Day 3

Section Header

DCM Blank flag

1

N

Y

01-FEB-2011 09:05:12

Dawn Winter

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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R335953813

Page_57

M01

1018 Day 4
057

Alc Page number 57 Day 4

SU

12-ounce serving
of Ultralight
Beer (1)

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

1

1

2

00

02

22-DEC-2010 15:03:20

22-DEC-2010 15:03:20

Matthew Mickelson

Matthew Mickelson

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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R337863213

Page_59

M01

1018 Day 4
059

Snus_Disp Page number 59 Day 4

Section Header

DCM Blank flag

1

N

Y

01-FEB-2011 10:14:30

Dawn Winter

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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R337464213

Page_67

M01

1018 Day 5/Early Term
067

Alc Page number 67 Day 5/Early Term

SU

12-ounce serving
of Ultralight
Beer (1)

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

1

1

2

02

00

22-DEC-2010 15:03:49

22-DEC-2010 15:03:49

Matthew Mickelson

Matthew Mickelson

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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R337864113

Page_69

M01

1018 Day 5/Early Term
069

Snus_Disp Page number 69 Day 5/Early Term

Section Header

DCM Blank flag

1

N

Y

01-FEB-2011 10:18:27

Dawn Winter

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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R337865113

Page_80

M01

1018 Day 5/Early Term
080

Lb Page number 80 Day 5/Early Term

LB

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

G798499 17-FEB-2011 14:18:19

Dawn Winter

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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R339152913

Page_84

M01

1018 Pcm.4

Pcm Page number 84 Pcm.4

CM

ATC1

ATC1 Code

ATC2

ATC2 Code

ATC3

ATC3 Code

ATC4

ATC4 Code

Dose

Drug Name

Preferred Term

Preferred Term
Code

Synonym

Synonym Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

80/30

GAS-EX

ALIMENTARY TRACT AND
METABOLISM, A

A

DRUGS FOR FUNCTIONAL
GASTROINTESTINAL
DISORDERS, A03

A03

DRUGS FOR FUNCTIONAL
BOWEL DISORDERS, A03A

A03A

OTHER DRUGS FOR
FUNCTIONAL BOWEL
DISORDERS, A03AX

A03AX

1

GAS-X

SIMETICONE

06269601001

GAS-X /06269601/

06269601017

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

29-MAR-2011 13:14:27

27-SEP-2011 14:32:58

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Dawn Winter

Michael Richardson

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Entry Error

Data Entry Error

Data Change

Data Change

Data 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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R339152913

Page_84

M01

1018 Pcm.4

Pcm Page number 84 Pcm.4

CM

Unit

Unit

Verbatim

other, specify:
(Unit) (1)

other, specify:
(Unit) (1)

1

1

1

1

1

MILLIGRAMS

OTHER

GAS-EX

TABLET

OTHER

TABLET

GAS-X

TABLET

29-MAR-2011 13:14:27

29-MAR-2011 13:24:28

03-OCT-2011 15:44:41

29-MAR-2011 13:14:27

29-MAR-2011 13:24:28

Dawn Winter

Dawn Winter

Carol Kraucyk

Dawn Winter

Dawn Winter

Data Entry Error

Data Entry Error

Data 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
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R337865713

Page_85

M01

1018 Ae.2

Ae Page number 85 Ae.2

AE

Action Taken
with Study
Treatment
1

NA

NOT CHANGED

31-MAR-2011 09:54:18

Michael Richardson

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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R337865913

Page_85

M01

1018 Ae.4

Ae Page number 85 Ae.4

AE

Relationship to
Study Treatment
1

PROBABLE

POSSIBLE

26-JAN-2011 08:20:13

Dawn Winter

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 15:05:18 151Page

R337866013

Page_85

M01

1018 Ae.5

Ae Page number 85 Ae.5

AE

Adverse Event

Relationship to
Study Treatment

1

1

ANXIRUS FEELING

PROBABLE

ANXIOUS FEELING

POSSIBLE

26-JAN-2011 08:21:27

26-JAN-2011 08:21:27

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
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R337866213

Page_85

M01

1018 Ae.7

Ae Page number 85 Ae.7

AE

Resolved Date

1

13-OCT-2010

23-OCT-2010

27-DEC-2010 15:45:53

Dawn Winter

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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R337866313

Page_85

M01

1018 Ae.8

Ae Page number 85 Ae.8

AE

Relationship to
Study Treatment
1

PROBABLE

POSSIBLE

26-JAN-2011 08:22:56

Dawn Winter

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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R353457613

Page_85

M01

1018 Ae.9

Ae Page number 85 Ae.9

AE

Severity

1

MILD 25-FEB-2011 07:41:43

Dawn Winter

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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R337858613

M01 1018244263711

SCREEN 1

IC 2PAGE_02

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Inclusion Criterion #5 is Yes, but Expired-Air CO (ECO) level is less than 15 ppm at
Screening. Please verify inclusion criterion response and Expired-Air CO (ECO) level
response and update as appropriate.

was done at screen visit 2

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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R337859213

M01 1018244258511

SCREEN 1

BM 8PAGE_08

CURRENT

No Action Required

MULTIVARIATE

Resolved-Response Edited

Subject's BMI 30.4 is less than 18.0 or greater than 30.0 kg/m2.  Please reconcile.

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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R339152513

M01 1018292767911

PCM.3

PCM 84PAGE_84

Stop Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20101024

review new AE entry and update dates as appropriate.

It appears an AE needs to be generated, but the dispensation of tylenol ceased on
24Oct2010, so this page is confirmed.

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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R339152913

M01

M01

1018

1018

320367211

413667611

PCM.4

PCM.4

PCM

PCM

84

84

PAGE_84

PAGE_84

Dose

Drug Name

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

1

GAS-X

Per the completion guidelines, please repot the Dose/Unit as "1 Tablet".

Please correct the spelling error.

Gas-Ex was changed to Gas-x

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:



Report run by Tamara Fisher at 13-AUG-2014 15:05:18 159Page

R337865713

M01 1018320349711

AE.2

AE 85PAGE_85

Action Taken with Study Treatment 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NOT CHANGED

Since the AE occurred during the time when the product was being taken, would this be
better identified as 'Dose Not Changed'?

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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R337865813

M01 1018292779311

AE.3

AE 85PAGE_85

Action Taken with Study Treatment 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NOT CHANGED

Dose not changed vs Na for Action taken Regarding Study Drug.

should be dose not changed

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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R337865913

M01 1018292783011

AE.4

AE 85PAGE_85

Relationship to Study Treatment 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

POSSIBLE

per source data, entry should be "possibly related". Please update.

updated

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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R337866013

M01

M01

1018

1018

292817911

292818011

AE.5

AE.5

AE

AE

85

85

PAGE_85

PAGE_85

Adverse Event

Relationship to Study Treatment

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

ANXIOUS FEELING

POSSIBLE

Spelling error - "Anxious"

Source data indicates "Possibly related". Please review and update CRF.

spelling corrected

corrected

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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R337866313

M01 1018292820711

AE.8

AE 85PAGE_85

Relationship to Study Treatment 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

POSSIBLE

Source data indicates "Possibly Related". Please review and update CRF as appropriate.

updated

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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R353457613

M01

M01

M01

1018

1018

1018

303222811

303479111

303222011

AE.9

AE.9

AE.9

AE

AE

AE

85

85

85

PAGE_85

PAGE_85

PAGE_85
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Please verify to source if this can be determined. Will the CRF allow this entry to be
blank?

Value for Severity has not been supplied

The Subject has had an Adverse Event of  MENSTRUAL CRAMPS  with a Onset Date of  24-OCT-
2010 but the Resolved Date is missing and Ongoing is not ticked. Please provide the
Resolved Date of the AE or clarify if Ongoing.
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Did the subject experience any adverse events?' has been answered Yes, but details are
missing. Please reconcile.

The Subject has had an Adverse Event of  MENSTRUAL CRAMPS  with a Onset Date of  24-OCT-
2010 but the Resolved Time is missing and Ongoing is not ticked. Please provide the
Resolved Time of the AE or clarify if Ongoing.

An AE was not created at the time of concomitant medication dispensation, so AE details
cannot be verified. Attempts to contact the subject have been made, with no response.
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