
   

CRF Report for Study E7694105
Report run by Brian Saari at 05-MAR-2013 15:51:05

Abc 123

Abc 123

L0689282_2

All statuses

All statuses

R2029

R2029

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























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



























20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







22.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details 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













29.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





30.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





31.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













36.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







39.1.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









39.1.U5.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







39.1.U7.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





40.U3.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.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





40.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





40.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









43.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





43.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









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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R264681913

Page_09

L0689282_2

R2029 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

2

2

2

2

2

3

3

3

3

3

4

4

4

4

00-00-2006

HIGH BLOOD PRESSURE

CHECKED

02

00-00-2008

HIGH CHOLESTEROL

CHECKED

03

00-00-2008

DIABETES TYPE II

CHECKED

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

23-SEP-2009 15:55:38

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

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R264681913

Page_09

L0689282_2

R2029 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

4

5

5

5

5

5

5

5

5

5

04

00-00-1996

POSTMENOPAUSAL

CHECKED

05

23-SEP-2009 15:55:38

21-OCT-2009 16:25:40

22-OCT-2009 16:06:57

21-OCT-2009 16:25:40

21-OCT-2009 16:25:40

22-OCT-2009 16:06:57

21-OCT-2009 16:25:40

22-OCT-2009 16:06:57

21-OCT-2009 16:25:40

22-OCT-2009 16:06:57

Amanda Lynn

Diane Yann

Amanda Lynn

Diane Yann

Diane Yann

Amanda Lynn

Diane Yann

Amanda Lynn

Diane Yann

Amanda Lynn

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

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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R271145213

Page_20

L0689282_2

R2029 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

33

98

23-OCT-2009 14:24:48

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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R271145213

Page_20

L0689282_2

R2029 Ip, Week 6
20

Diary Page number 20 Ip, Week 6

DRUGSCR

Did subject
receive diary
and usage inst
1

YES

23-SEP-2009 16:03:59

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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R274783513

Page_24

L0689282_2

R2029 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

300

105

16-NOV-2009 10:17:02

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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R280731013

Page_29

L0689282_2

R2029 Ip, Week 16
29

Pe Page number 29 Ip, Week 16

MH1

Does the subject
have any
abnormal findi

Findings

Findings

Findings

Findings

Sequence Number

Sequence Number

1

1

1

1

1

1

1

NO

PHARYNGITIS WITH MILD
ERYTHEMIA NO PLAQUES OR
EXUDATES

PHARYNGITIS WITH MILD
ERYTHEMIA NO PLAQUES OR
EXUDATES NCS

PHARYNX WITH MILD
ERYTHEMIA NO PLAQUES OR
EXUDATES NCS

03

YES

PHARYNGITIS WITH MILD
ERYTHEMIA NO PLAQUES OR
EXUDATES

PHARYNGITIS WITH MILD
ERYTHEMIA NO PLAQUES OR
EXUDATES NCS

PHARYNX WITH MILD
ERYTHEMIA NO PLAQUES OR
EXUDATES NCS

PHARYNX WITH MILD
ERYTHEMA NO PLAQUES OR
EXUDATES NCS

03

01

16-DEC-2009 16:30:21

16-DEC-2009 16:31:42

10-FEB-2010 11:15:30

12-FEB-2010 14:02:07

09-MAR-2010 15:19:12

16-DEC-2009 16:31:42

10-MAR-2010 10:40:48

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Krysia Magnuson

Amanda Lynn

Amanda Lynn

Erythemia to
Erythema. KAY
09Mar2010.

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

ODM/SEC

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R280731213

Page_31

L0689282_2

R2029 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

35

98

98

49

16-DEC-2009 16:33:21

17-FEB-2010 14:28:31

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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R293051113

Page_36

L0689282_2

R2029 Fu, Week 28
36

Pe Page number 36 Fu, Week 28

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

Sequence Number

Sequence Number

1

1

1

1

1

NO

001

03

YES

PHARYNX WITH MILD
ERYTHEMA - RESOLVED

001

03

01

12-FEB-2010 13:53:35

12-FEB-2010 13:53:35

12-FEB-2010 13:53:35

12-FEB-2010 13:58:28

10-MAR-2010 10:45:26

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R264684013

Page_39

L0689282_2

R2029 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

Trade Name

1

1

1

1

1

1

1

1

1

1

1

1

1

BENICOR

BENICOR

C

CARDIOVASCULAR SYSTEM, C

C09

AGENTS ACTING ON THE
RENIN-ANGIOTENSIN
SYSTEM, C09

C09C

ANGIOTENSIN II
ANTAGONISTS, PLAIN, C09C

C09CA

ANGIOTENSIN II
ANTAGONISTS, PLAIN,
C09CA

BENICAR

BENICAR

OLMESARTAN MEDOXOMIL

01635402001

BENICAR

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

09-APR-2010 15:19:58

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
09Apr2010

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 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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R264684013

Page_39

L0689282_2

R2029 Pcm
39

Pcm Page number 39 Pcm

CM1

Trade Name Code

1 01635402003

20-APR-2010 11:39:56

Carol Kraucyk

Data Change

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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R264684513

Page_39

L0689282_2

R2029 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Dose

Dose

Frequency

Frequency

Ongoing

Stop Date

Unit

Unit

1

1

1

1

1

1

1

1

500

1

EVERY DAY

TWICE DAILY

CHECKED

MILLIGRAMS

TABLET

1

500

TWICE DAILY

EVERY DAY

13-DEC-2009

TABLET

MILLIGRAMS

10-FEB-2010 11:21:46

17-FEB-2010 14:29:44

17-FEB-2010 14:29:44

17-FEB-2010 14:31:24

10-FEB-2010 11:20:21

10-FEB-2010 11:20:21

10-FEB-2010 11:21:46

17-FEB-2010 14:29:44

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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
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R264687013

Page_39

L0689282_2

R2029 Pcm.5

Pcm Page number 39 Pcm.5

CM1

Ongoing

Stop Date

1

1

CHECKED

08-SEP-2009

23-SEP-2009 16:05:38

23-SEP-2009 16:05:38

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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R293052213

Page_39

L0689282_2

R2029 Pcm.7

Pcm Page number 39 Pcm.7

CM1

Dose

Dose

Unit

1

1

1

2

500

TABLET

500

1000

MILLIGRAMS

17-FEB-2010 14:31:39

17-FEB-2010 14:32:31

17-FEB-2010 14:31:39

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
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R271145413

Page_40

L0689282_2

R2029 Ae.2

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

19-OCT-2009 14:33:16

19-OCT-2009 14:34:28

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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R271145413

Page_40

L0689282_2

R2029 Ae.2

Ae Page number 40 Ae.2

AE1

Action Specify

Action Taken

Adverse Event

Did the subject
experience any
adverse e

Ongoing

Onset Date

Onset Date

Onset Time

Outcome to Date

Relationship to
Date

Resolved Date

Resolved Time

Serious Event

Severity

1

1

1

1

1

1

1

1

1

1

1

1

1

1

28-AUG-2009

NONE

IRRITABILITY

YES

28-AUG-2009

20-AUG-2009

UNK

RECOVERED

POSSIBLY

14-SEP-2009

UNK

NO

MILD

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

18-DEC-2009 13:58:09

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

19-OCT-2009 14:34:28

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

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

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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R271145513

Page_40

L0689282_2

R2029 Ae.3

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

19-OCT-2009 14:33:25

19-OCT-2009 14:35:02

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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R271145513

Page_40

L0689282_2

R2029 Ae.3

Ae Page number 40 Ae.3

AE1

Action Specify

Action Taken

Adverse Event

Did the subject
experience any
adverse e

Ongoing

Onset Date

Onset Time

Outcome to Date

Relationship to
Date

Resolved Date

Resolved Time

Serious Event

Severity

1

1

1

1

1

1

1

1

1

1

1

1

1

NONE

FATIGUE

YES

09-SEP-2009

UNK

RECOVERED

UNLIKELY

12-SEP-2009

UNK

NO

MILD

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

19-OCT-2009 14:35:02

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

Row Inserted

Row Inserted

Row Inserted

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



Report run by Brian Saari at 05-MAR-2013 15:51:09 101Page

R271145613

Page_40
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R2029 Ae.4

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

12-FEB-2010 14:45:22

12-FEB-2010 14:50:35

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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R271145613

Page_40

L0689282_2

R2029 Ae.4

Ae Page number 40 Ae.4

AE1

Action Specify

Action Taken

Adverse Event

Did the subject
experience any
adverse e

Ongoing

Onset Date

Onset Time

Outcome to Date

Relationship to
Date

Resolved Date

Resolved Time

Serious Event

Severity

1

1

1

1

1

1

1

1

1

1

1

1

1

NONE

FORGETFULNESS

YES

20-AUG-2009

UNK

RECOVERED

UNLIKELY

31-AUG-2009

UNK

NO

MILD

12-FEB-2010 14:50:35

12-FEB-2010 14:50:35

12-FEB-2010 14:50:35

12-FEB-2010 14:50:35

12-FEB-2010 14:50:35

12-FEB-2010 14:50:35

12-FEB-2010 14:50:35

12-FEB-2010 14:50:35
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