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Abc 123

Abc 123

L0689282_2

All statuses

All statuses

R2028

R2028

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



















07.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







09.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

























20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











24.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.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.U1.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





40.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





40.U1.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





40.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











44.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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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R264661713

Page_09

L0689282_2

R2028 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 Onset

Date of Onset

1

1

1

1

1

1

2

2

2

2

2

3

3

3

NO

17-APR-2009

00-00-1984

OCCASIONAL MILD
HEADACHES

YES

CHECKED

01

06-AUG-1990

06-AUG-1990

TUBAL LIGATION

02

17-APR-2009

<Row Deleted>

23-SEP-2009 15:45:00

23-SEP-2009 15:45:00

23-SEP-2009 15:45:00

23-SEP-2009 15:45:00

23-SEP-2009 15:45:00

23-SEP-2009 15:45:00

26-FEB-2010 15:25:48

26-FEB-2010 15:25:48

26-FEB-2010 15:25:48

26-FEB-2010 15:25:48

26-FEB-2010 15:25:48

21-APR-2010 13:00:42

21-APR-2010 13:03:07

26-APR-2010 10:57:26

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

Joanne Mccaigue JLM 26Apr2010

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

Data Entry Error

ODM/SEC

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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R264661713

Page_09

L0689282_2

R2028 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

3

3

3

3

3

3

3

3

3

3

3

24-APR-2009

BRONCHITIS

03

24-APR-2009

<Row Deleted>

BRONCHITIS

<Row Deleted>

<Row Deleted>

03

<Row Deleted>

21-APR-2010 13:00:42

21-APR-2010 13:03:07

26-APR-2010 10:57:26

21-APR-2010 13:00:42

21-APR-2010 13:03:07

26-APR-2010 10:57:26

21-APR-2010 13:00:42

26-APR-2010 10:57:26

21-APR-2010 13:00:42

21-APR-2010 13:03:07

26-APR-2010 10:57:26

Amanda Lynn

Amanda Lynn

Joanne Mccaigue

Amanda Lynn

Amanda Lynn

Joanne Mccaigue

Amanda Lynn

Joanne Mccaigue

Amanda Lynn

Amanda Lynn

Joanne Mccaigue

JLM 26Apr2010

JLM 26Apr2010

JLM 26Apr2010

JLM 26Apr2010

Row Inserted

Data Entry Error

ODM/SEC

Row Inserted

Data Entry Error

ODM/SEC

Row Inserted

ODM/SEC

Row Inserted

Data Entry Error

ODM/SEC

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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R264662013

Page_10

L0689282_2

R2028 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

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

1

3

02-SEP-2009 14:09:48

Amanda Lynn

Data Entry Mode

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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R271142313

Page_20

L0689282_2

R2028 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

50

70

23-OCT-2009 14:23:31

Cindy Riojas Prakop

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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R274788713

Page_24

L0689282_2

R2028 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

210

70

16-NOV-2009 10:15:25

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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R293034413

Page_39

L0689282_2

R2028 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

1

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

RIGHT LOWER MOLAR
FRACTURE

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

ANTIINFLAMMATORY/ANTIRHE
UMATIC PROD.,NON-
STEROIDS, M01A

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

TOOTH EXTRACTION PAIN

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

23-APR-2010 16:03:54

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Amanda Lynn

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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R293035013

Page_39

L0689282_2

R2028 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

Indication

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

RIGHT LOWER MOLAR
FRACTURE

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BE

ANILIDES, N02BE

TOOTH EXTRACTION PAIN

PARACETAMOL

00020001001

TYLENOL /00020001/

00020001005

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

23-APR-2010 16:00:26

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Amanda Lynn

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

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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R271142413

Page_40

L0689282_2

R2028 Ae
40

Ae Page number 40 Ae

AE1

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

Verbatim Term

1

1

1

1

1

1

1

1

1

1

1

1

BURNING SESNSATION IN
UPPER GINGIVAE

BURNING SESNSATION IN
UPPER GINGIVAE

BURNING SENSATION IN
UPPER GINGIVA

DENTAL AND GINGIVAL
CONDITIONS

10044018

GINGIVAL PAINS

10018788

BURNING GUM

10049400

GINGIVAL PAIN

10018286

GASTROINTESTINAL
DISORDERS

10017947

BURNING SENSATION IN
UPPER GINGIVA

20-APR-2010 11:01:18

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 14:24:56

26-APR-2010 14:24:56

20-APR-2010 11:29:16

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Carol Kraucyk

Obvious spelling
correction.  JLM
20Apr2010

ODM/SEC

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

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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R293035413

Page_40

L0689282_2

R2028 Ae.1

Ae Page number 40 Ae.1

AE1

Action Taken

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

1

OTHER DRUG

NONE

INJURIES NEC

10022114

SITE SPECIFIC INJURIES
NEC

10040759

TOOTH FRACTURE

10062544

TOOTH FRACTURE

10062544

INJURY, POISONING AND
PROCEDURAL COMPLICATIONS

10022117

26-APR-2010 15:30:40

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

Amanda Lynn

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Data Entry Error

Class. Change

Class. Change

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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R303634913

Page_40

L0689282_2

R2028 Ae.2

Ae Page number 40 Ae.2

AE1

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

1

PAIN FOR REMOVAL OF
TOOTH
TOOTH EXTRACTION PAIN

DENTAL AND GINGIVAL
CONDITIONS

10044018

DENTAL PAIN AND
SENSATION DISORDERS

10044049

TOOTH PAIN

10059723

TOOTHACHE

10044055

GASTROINTESTINAL
DISORDERS

10017947

21-APR-2010 12:58:29

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

Amanda Lynn

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Pass1

Class. Change

Class. Change

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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R293037713

Page_44

L0689282_2

R2028 Additional Pe
44

CRF Header

DCI Blank Flag

1

N

Y

10-FEB-2010 10:47:28

Amanda Lynn

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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R264661413

L0689282_2 R202874046711

SCREENING

UPREG 7PAGE_07

Result 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

N/A

Please verify gender (female) and urine pregnancy test result (N/A). If correct, please
add a medical history diagnosis/procedure to indicate that the subject is of non-
childbearing potential. If incorrect, please amend accordingly.

updated medical history as such.

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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R264661713

L0689282_2 R20281737189613

SCREENING

MH 9PAGE_09

Does the subject have any relevant medic 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please review ongoing condition of headaches (per NTF)

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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R264662013

L0689282_2 R20281737189713

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

3

Please review value

Per source 2-3 times (please record greatest value)

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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R274788713

L0689282_2 R20281791891213

IP, WEEK 10

STATUS REVIEW 24PAGE_24

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

70

Please verify value entered.  See diary for week 10.  Return questionnaire  records
amount over a 2 week period of time.

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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R293034413

L0689282_2 R202898541211

PCM

PCM 39PAGE_39

Start Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20100108

Start date is equal to end date of AE.  Please verify start/stop dates.

correct as is

Verified.  JLM 20Apr2010

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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R293035013

L0689282_2

L0689282_2

R2028

R2028

111431511

98541311

PCM.1

PCM.1

PCM

PCM

39

39

PAGE_39

PAGE_39

Indication

Start Date

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

TOOTH EXTRACTION PAIN

20100108

Please update to TOOTH EXTRACTION PAIN to match AE term.

Start date is equal to end date of AE.  Please verify start/stop dates.

updating CRF with new AE for pain for removal of tooth.

Verified.  JLM 23Apr2010

Verified.  JLM 23Apr2010

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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R271142413

L0689282_2

L0689282_2

R2028

R2028

104265611

104266011

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Confirmed

Confirmed

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <BURNING
SENSATION IN UPPER GINGIVA>.  Please either provide resolved date and time OR check
Ongoing.

Outcome to Date is equal to  RECOVERED for BURNING SENSATION IN UPPER GINGIVA but
Resolved Date and/or Time are missing.  Please reconcile.

correct as is.

Verified.  JLM 23Apr2010

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:
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L0689282_2
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111683911

71441311

71437311

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Action Taken 1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NONE

Please verify if a medication was given for this AE.  If not, please update Action Taken.

Outcome to Date is equal to  RECOVERED for RIGHT LOWER MOLAR FRACTURE but Resolved Date
and/or Time are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <RIGHT LOWER
MOLAR FRACTURE>.  Please either provide resolved date and time OR check Ongoing.

checked source correct as is.

checked source correct as is.

Verified.  JLM 26Apr2010
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R303634913

L0689282_2

L0689282_2

R2028

R2028

111901011

111901811

AE.2

AE.2

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Confirmed

Confirmed

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <TOOTH EXTRACTION
PAIN>.  Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for TOOTH EXTRACTION PAIN but Resolved Date and/or
Time are missing.  Please reconcile.

Verified.  JLM 26Apr2010

Verified.  JLM 26Apr2010
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