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All statuses

All statuses

R4035

R4035

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:
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09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







11.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



























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



















32.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

















39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U1.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.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





39.1.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF









43.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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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R291355113

Page_09

P3880_0342

R4035 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

2

2

2

2

2

30-JUL-2009

05-AUG-2009

UPPER RESPIRATORY
INFECTION

2

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

03-MAR-2010 15:59:19

03-MAR-2010 15:59:19

03-MAR-2010 15:59:19

03-MAR-2010 15:59:19

03-MAR-2010 15:59:19

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

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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R251179713

Page_11

P3880_0342

R4035 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Date

Date

Date

1

2

3

24-APR-2009

24-APR-2009

24-APR-2009

29-APR-2009

29-APR-2009

29-APR-2009

24-NOV-2009 10:47:09

24-NOV-2009 10:47:09

24-NOV-2009 10:47:09

Kim Freschly

Kim Freschly

Kim Freschly

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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R266444213

Page_22

P3880_0342

R4035 Ip, Week 10
22

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 17:09:01

Lana Glaser

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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R266445113

Page_23

P3880_0342

R4035 Ip, Week 10
23

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 17:09:59

Lana Glaser

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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R266445313

Page_24

P3880_0342

R4035 Ip, Week 10
24

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 17:10:06

Lana Glaser

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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R281592413

Page_32

P3880_0342

R4035 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

Section Header

CHKYN

DCM Blank flag

Date

If Subject was
not compliant,
approximat (5)

Was Behavioral
Counseling Given
(6)

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

1

1

1

1

1

1

1

1

N

27-OCT-2009

126

YES

YES

NO

YES

YES

Y

ND

NO

19-MAR-2010 16:29:20

19-MAR-2010 08:21:14

19-MAR-2010 08:21:14

19-MAR-2010 08:21:14

19-MAR-2010 08:21:14

19-MAR-2010 08:21:14

19-MAR-2010 08:21:14

19-MAR-2010 08:21:14

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

0

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #

Group Name

Group Name

Field

Field

Row

Row

Changed From

Changed From

Changed To

Changed To

Impact on
resequence

Impact on
resequence

On

On

By

By

Reason

Reason

Comment

Comment
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R251184813

Page_39

P3880_0342

R4035 Pcm
39

Pcm Page number 39 Pcm

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

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

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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R251185113

Page_39

P3880_0342

R4035 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

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

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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R281593413

Page_39

P3880_0342

R4035 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

Frequency

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

EVERY DAY

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AX

OTHER ANTIHISTAMINES FOR
SYSTEMIC USE, R06AX

ONCE

FEXOFENADINE
HYDROCHLORIDE

01314202001

ALLEGRA /01314202/

01314202002

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

13-APR-2010 09:17:48

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Lana Glaser

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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R281593613

Page_39

P3880_0342

R4035 Pcm.3

Pcm Page number 39 Pcm.3

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

VIRAL UPPER RESPIRATORY
INFECTION AND PHARYNGEAL
PAIN

R

RESPIRATORY SYSTEM, R

R05

COUGH AND COLD
PREPARATIONS, R05

R05C

EXPECTORANTS,EXCL
COMBINATIONS WITH COUGH
SUPPR., R05C

R05CA

EXPECTORANTS, R05CA

VIRAL UPPER RESPIRATORY
INFECTION

GUAIFENESIN

00048001001

ROBITUSSIN /00048001/

00048001002

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 11:11:25

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

Lana Glaser

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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R281593713

Page_39

P3880_0342

R4035 Pcm.4

Pcm Page number 39 Pcm.4

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

D04

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04

D04A

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04A

D04AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AA

AMINOALKYL ETHERS, R06AA

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

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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R251182713

Page_40

P3880_0342

R4035 Ae
40

Ae Page number 40 Ae

AE1

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

RESPIRATORY DISORDERS
NEC

10038716

UPPER RESPIRATORY TRACT
SIGNS AND SYMPTOMS

10046313

PAIN PHARYNX

10033481

OROPHARYNGEAL PAIN

10068319

RESPIRATORY, THORACIC
AND MEDIASTINAL
DISORDERS

10038738

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

Joanne Mccaigue

Joanne Mccaigue

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

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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R281594513

Page_43

P3880_0342

R4035 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

1436

37.0

C

20-JUL-2009

77

MMHG

60

BEATS/MINUTE

SEATED

16

BREATHS/MINUTE

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

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
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R281594513

Page_43

P3880_0342

R4035 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)

1

1

1

NO

119

MMHG

YES

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

18-MAR-2010 17:10:50

Lana Glaser

Lana Glaser

Lana Glaser

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
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R251179713

P3880_0342

P3880_0342

P3880_0342

R4035

R4035

R4035

1746473913

1746474013

1746474113

SCREENING

SCREENING

SCREENING

ORAL HEALTH EXA

ORAL HEALTH EXA

ORAL HEALTH EXA

11

11

11

PAGE_11

PAGE_11

PAGE_11

Date

Date

Date

1

2

3

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20090429

20090429

20090429

Please review date

Please review date

Please review date

Discrepancy Detail Report
Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:



Report run by Brian Saari at 05-MAR-2013 09:45:39 92Page

R281593413

P3880_0342 R403599033111

PCM.2

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

This medication was only taken on one day.  Please verify updating frequency to 'one
time.'

Verified.  JLM 21Apr2010

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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R281593613

P3880_0342

P3880_0342

P3880_0342

R4035

R4035

R4035

35386711

99039211

99036011

PCM.3

PCM.3

PCM.3

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Indication

Stop Date

1

1

CURRENT
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VIRAL UPPER RESPIRATORY INFECTION

20090815

Please record indication as viral upper resp infection - the resp infection would include
all cold related symptoms such as pharyngeal pain.

Please verify end date of medication.  Vrial URI ends on 05Aug2009.

Phayngeal pain AE dates do not correpond to the medication dates.  Please reconcile.

Please route to DM

per subject's report end date is confirmed as entered

per subject pharyngeal pain 13 May 2009 through 15 May 2009. Medicaiton dates are correct
as entered per subject

Verified.  JLM 26Apr2010

Verified.  JLM 21Apr2010

Verified.  JLM 21Apr2010
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AE

AE 40PAGE_40

Action Taken 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

OTHER DRUG

There is currently not a medication with an indication of phayngeal pain.  Please add
medication or udpate Action Taken.

subject took Robitussin - ROBITUSSIN WAS TAKEN FROM 7/30 to 8/15 - does not correspond to
these dates

PER SM- per AE source it is documented that the subject took a ConMed, there is no data
documented on the ConMed page to confirm the medication.

Verified.  JLM 26Apr2010
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Value for Severity has not been supplied

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

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

SEVERITY UNKNOWN

unknown resolve date and time

unknown resolve date
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