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Abc 123

Site:
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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















05.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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

















16.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





17.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





18.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





19.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





21.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 audit history for this CRF





23.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





































39.1.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF













42.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









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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R262525213

Page_05

P3880_0342

R4087 Screening
05

Dm Page number 5 Screening

DM

Ethnicity

1 NOTHISP

19-JAN-2010 13:52:42

Kim Freschly

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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R296097213

Page_09

P3880_0342

R4087 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

Date of Onset

2

3

3

3

3

3

3

4

4

4

4

4

4

5

HYOPTHYROIDISM

17-AUG-2009

22-AUG-2009

BRONCHITIS

3

5

13-SEP-2009

DEPRESSION

CHECKED

4

6

HYPOTHYROIDISM

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

3

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

4

12-APR-2010 12:22:55

12-MAR-2010 12:40:55

12-MAR-2010 12:40:55

12-MAR-2010 12:40:55

12-MAR-2010 12:40:55

12-MAR-2010 12:40:55

23-MAR-2010 11:05:39

12-MAR-2010 12:40:55

12-MAR-2010 12:40:55

12-MAR-2010 12:40:55

12-MAR-2010 12:40:55

12-MAR-2010 12:40:55

23-MAR-2010 11:05:39

22-MAR-2010 14:16:26

Joanne Mccaigue

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Kim Freschly

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Kim Freschly

Krysia Magnuson

Obvious spelling
correction.  JLM
12Apr2010

ODM/SEC

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

2

6->4;5->3

6->4;5->3

6->4;5->3

6->4;5->3

6->4;5->3

6->4;5->3

6->4;5->3

6->4;5->3

6->4;5->3

6->4;5->3

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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R296097213

Page_09

P3880_0342

R4087 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

5

5

5

5

5

5

5

5

00-00-1990

POST MENOPAUSAL

CHECKED

5

23-MAR-2010 11:05:39

22-MAR-2010 14:16:26

22-MAR-2010 14:16:26

23-MAR-2010 11:05:39

22-MAR-2010 14:16:26

23-MAR-2010 11:05:39

22-MAR-2010 14:16:26

23-MAR-2010 11:05:39

Kim Freschly

Krysia Magnuson

Krysia Magnuson

Kim Freschly

Krysia Magnuson

Kim Freschly

Krysia Magnuson

Kim Freschly

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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Page_10

P3880_0342

R4087 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Average number
of cigarettes
smoked per (2)

Comments (Age)
(1)

1

1

20

20

19-JAN-2010 13:56:01

19-JAN-2010 13:56:01

Kim Freschly

Kim Freschly

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_16

P3880_0342

R4087 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (11)
1

50

350

01-MAR-2010 13:39:56

Kim Freschly

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
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On
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R288746613

Page_17

P3880_0342

R4087 Ip, Week 6
17

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 11:06:46

Kim Freschly

Data Entry Error

0
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CRF
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R288747413

Page_18

P3880_0342

R4087 Ip, Week 6
18

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 11:08:10

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site
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Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Changed To
Impact on
resequence

On
By
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Comment
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R288747613

Page_19

P3880_0342

R4087 Ip, Week 6
19

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 11:08:24

Kim Freschly

Data Entry Error

0

Document #:
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Visit
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CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 
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Changed To
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R288747913

Page_20

P3880_0342

R4087 Ip, Week 6
20

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 11:09:11

Kim Freschly

Data Entry Error

0

Document #:

Patient
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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
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Comment
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Page_21

P3880_0342

R4087 Ip, Week 8
21

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 11:09:26

Kim Freschly

Data Entry Error

0

Document #:
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Site
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CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Impact on
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On
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Page_22

P3880_0342

R4087 Ip, Week 10
22

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 11:09:44

Kim Freschly

Data Entry Error

0
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R288749013

Page_23

P3880_0342

R4087 Ip, Week 10
23

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 11:10:07

Kim Freschly

Data Entry Error

0

Document #:
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CRF Page
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R288749213

Page_24

P3880_0342

R4087 Ip, Week 10
24

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 11:10:23

Kim Freschly

Data Entry Error

0

Document #:

Patient
Site
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CRF
CRF Page
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Changed To
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Page_39

P3880_0342

R4087 Pcm.2

Pcm Page number 39 Pcm.2

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

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G02

OTHER GYNECOLOGICALS,
G02

G02C

OTHER GYNECOLOGICALS,
G02C

G02CC

ANTIINFLAMMATORY
PRODUCTS FOR VAGINAL
ADMINISTRAT., G02CC

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

P3880_0342

R4087 Pcm.5

Pcm Page number 39 Pcm.5

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

D

DERMATOLOGICALS, D

D06

ANTIBIOTICS AND
CHEMOTHER. FOR
DERMATOLOGICAL USE, D06

D06A

ANTIBIOTICS FOR TOPICAL
USE, D06A

D06AX

OTHER ANTIBIOTICS FOR
TOPICAL USE, D06AX

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01F

MACROLIDES, LINCOSAMIDES
AND STREPTOGRAMINS, J01F

J01FA

MACROLIDES, J01FA

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

P3880_0342

R4087 Pcm.6

Pcm Page number 39 Pcm.6

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D06

ANTIBIOTICS AND
CHEMOTHER. FOR
DERMATOLOGICAL USE, D06

D06A

ANTIBIOTICS FOR TOPICAL
USE, D06A

D06AX

OTHER ANTIBIOTICS FOR
TOPICAL USE, D06AX

ERYTHROMICIN

ERYTHROMICIN

ERYTHROMICIN

00020901272

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01F

MACROLIDES, LINCOSAMIDES
AND STREPTOGRAMINS, J01F

J01FA

MACROLIDES, J01FA

ERYTHROMYCIN

ERYTHROMYCIN

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

20-APR-2010 11:29:16

12-APR-2010 12:22:33

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
12Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

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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R288761113

Page_42

P3880_0342

R4087 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Clinically
Significant
(additional) (2)

Comments

Date

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Name CS
Labs only

Were any
additional
Laboratory
evaluatio

1

1

1

1

1

1

1

NO

NO

24-AUG-2009

NA

YES

23-MAR-2010 11:11:43

23-MAR-2010 11:11:43

23-MAR-2010 11:11:43

23-MAR-2010 11:11:43

23-MAR-2010 11:11:43

23-MAR-2010 11:11:43

23-MAR-2010 11:11:43

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R288761213

Page_43

P3880_0342

R4087 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate
Unit

1

1

1

1

1

1

1

1

1

1

1

1

1

1051

37.0

C

24-AUG-2009

62

MMHG

58

BEATS/MINUTE

SEATED

14

BREATHS/MINUTE

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

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
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Comment
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R288761213

Page_43

P3880_0342

R4087 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Were Vital Signs
Collected/Were
any addi (1)

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

1

1

1

2

2

2

2

2

2

2

2

2

2

2

NO

108

MMHG

YES

1039

37.2

C

23-SEP-2009

57

MMHG

55

BEATS/MINUTE

SEATED

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

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

Row Inserted

Row Inserted

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Page_43

P3880_0342

R4087 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

2

2

16

BREATHS/MINUTE

106

MMHG

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

23-MAR-2010 11:13:18

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Row Inserted

Row Inserted

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date
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