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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.
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04.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







































26.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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



















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.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



















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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P3880_0342

R4043 Screening
04

Elig Page number 4 Screening

IE
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Category

Did the subject
meet all of the
inclusio

Did the subject
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inclusio

Exemption
Granted?

Exemption
Granted?

Explanation (1)

Explanation (1)

If Yes, Date
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If Yes, Date
Granted

Inclusion/Exclus
ion No.

Inclusion/Exclus
ion No.

1

1

1

1

1

1

1

1

1

1

1

1

E

NO

YES

BLOOD PRESSURE ELEVATED,
NCS PER PI

05-MAY-2009

6

<Row Deleted>

YES

YES

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

14-JAN-2010 14:30:33

24-FEB-2010 11:53:22

14-JAN-2010 14:30:33

24-FEB-2010 11:54:54

14-JAN-2010 14:30:33

24-FEB-2010 11:53:22

14-JAN-2010 14:30:33

24-FEB-2010 11:53:22

14-JAN-2010 14:30:33

24-FEB-2010 11:53:22

14-JAN-2010 14:30:33

24-FEB-2010 11:53:22
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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

1

1

1

1

1

1

NO

05-MAY-2009

NECK MUSCLE STRAIN

YES

CHECKED

1

13-APR-2010 16:10:28

13-APR-2010 16:10:28

13-APR-2010 16:10:28

13-APR-2010 16:10:28

13-APR-2010 16:10:28

13-APR-2010 16:10:28

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Row Inserted
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Row Inserted

Data Entry Error
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R4043 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

Was Subject's
use of study
product revie
(3)
1

NO

YES
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Page_39

P3880_0342
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Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

PRIMPRO

PRIMPRO

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G03

SEX HORMONES AND
MODULATORS OF THE
GENITAL SYSTEM, G03

G03F

PROGESTOGENS AND
ESTROGENS IN
COMBINATION, G03F

PREMPRO

PREMPRO

PROVELLA-14

01243501001

PREMPRO

01243501006

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:15:08

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Obvious spelling
correction.  JLM
26Apr2010
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Page_39
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R4043 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

Drug name

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

TYELNOL

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BE

ANILIDES, N02BE

TYLENOL

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

01-SEP-2009 10:35:34

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00
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Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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IP, WEEK 16

STATUS REVIEW 31PAGE_31

Was Subject's use of study product revie 1

CURRENT
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MANUAL
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YES

Please review
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P3880_0342 R404399096911

PCM

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HORMONE REPLACEMENT THERAPY

There is not any correosponding medical history.  Please verify adding.

subject is post menopausal; not relevant to study

Verified.  JLM 21Apr2010
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R257286413

P3880_0342 R404399097011

PCM.2

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NECK MUSCLE STRAIN

Please verify adding a corresponding AE or MH.

Per PI subject's history of neck muscle strain is relevant to study

Verified.  JLM 21Apr2010
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