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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4117

R4117

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

































































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





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







40.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







40.U2.LINKS

Links to Discrepancy and Audit Sections

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.U5.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 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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R289736213

Page_09

P3880_0342

R4117 Screening
09

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

10-MAR-2010 08:50:18

10-MAR-2010 08:50:49

Kim Freschly

Kim Freschly

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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R289736213

Page_09

P3880_0342

R4117 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

1

1

1

1

1

1

1

1

1

1

1

1

2

2

25-JUL-2009

18-DEC-2009

DYSPEPSIA

1

4

07-AUG-2009

11-AUG-2009

<Row Deleted>

UNK

<Row Deleted>

<Row Deleted>

ANXIETY

YES

<Row Deleted>

CHECKED

<Row Deleted>

1

1

<Row Deleted>

<Row Deleted>

10-MAR-2010 08:46:36

10-MAR-2010 08:50:49

10-MAR-2010 08:46:36

10-MAR-2010 08:50:49

10-MAR-2010 08:46:36

10-MAR-2010 08:50:49

10-MAR-2010 08:50:49

10-MAR-2010 08:46:36

10-MAR-2010 08:50:49

10-MAR-2010 08:46:36

10-MAR-2010 08:50:06

10-MAR-2010 08:50:49

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

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

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

2

4->1

4->1

4->1

4->1

4->1

4->1

4->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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R289736213

Page_09

P3880_0342

R4117 Screening
09

Mh Page number 9 Screening

MH1

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

Sequence Number

2

2

2

3

3

3

3

3

5

5

5

5

5

CORNEAL ABRASION

2

UNK

SINUSITIS

3

22-OCT-2009

INSOMNIA

CHECKED

5

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

10-MAR-2010 08:46:36

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

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

Data Entry Error

2

4->1

4->1

4->1

4->1

4->1

4->1

4->1

4->1

4->1

4->1

4->1

4->1

4->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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R289752413

Page_39

P3880_0342

R4117 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

Preferred Term

Preferred Term
Code

Start Date

Start Date

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

HEARTBURN

23-JUL-2009

25-JUL-2009

A

ALIMENTARY TRACT AND
METABOLISM, A

A02

DRUGS FOR ACID RELATED
DISORDERS, A02

A02A

ANTACIDS, A02A

A02AC

CALCIUM COMPOUNDS, A02AC

DYSPEPSIA

CALCIUM CARBONATE

00108001001

25-JUL-2009

23-JUL-2009

TUMS /00108001/

00108001055

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

10-MAR-2010 08:54:19

26-APR-2010 10:36:00

26-APR-2010 10:36:00

13-APR-2010 10:54:55

02-JUN-2010 17:08:24

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

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Lana Glaser

Lana Glaser

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

Data Entry Error

Data Entry Error

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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R289753613

Page_39

P3880_0342

R4117 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

ATC4 Code

1

1

1

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A07

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

A07A

INTESTINAL
ANTIINFECTIVES, A07A

A

S

ALIMENTARY TRACT AND
METABOLISM, A

SENSORY ORGANS, S

A07

S01

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

OPHTHALMOLOGICALS, S01

A07A

S01A

INTESTINAL
ANTIINFECTIVES, A07A

ANTIINFECTIVES, S01A

A07AA

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. 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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R289753613

Page_39

P3880_0342

R4117 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC4 Code

ATC4 Text

ATC4 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

A07AA

ANTIBIOTICS, A07AA

OPTHALMIC ANTIBIOTIC

OPTHALMIC ANTIBIOTIC

S01AA

ANTIBIOTICS, A07AA

ANTIBIOTICS, S01AA

OPHTHALMIC ANTIBIOTIC

OPHTHALMIC ANTIBIOTIC

ANTIBIOTICS

90046601001

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

20-APR-2010 11:29:16

12-APR-2010 12:38:27

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
12Apr2010

Class. Change

Data Change

Class. 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



Report run by Brian Saari at 05-MAR-2013 12:21:25 75Page

R289755313

Page_39

P3880_0342

R4117 Pcm.2

Pcm Page number 39 Pcm.2

CM1

other, specify
(unit)
1

SHOT

INJECTION

17-MAR-2010 08:43:04

Lana Glaser

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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R289759313

Page_40

P3880_0342

R4117 Ae.3

Ae Page number 40 Ae.3

AE1

Ongoing

Outcome to Date

Outcome to Date

Outcome to Date

Relationship to
Date

Resolved Date

Resolved Time

1

1

1

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

RECOVERED

CONT WITHOUT TREATMENT

RECOVERED

CONT WITHOUT TREATMENT

RECOVERED

NOT RELATED

04-FEB-2010

UNK

23-APR-2010 15:13:13

17-MAR-2010 13:02:36

24-MAR-2010 10:46:22

23-APR-2010 15:17:28

10-MAR-2010 08:58:55

17-MAR-2010 13:02:36

17-MAR-2010 13:02:36

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Kim Freschly

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

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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R297611913

Page_40

P3880_0342

R4117 Ae.5

Ae Page number 40 Ae.5

AE1

Serious Event

1 NO

10-MAR-2010 09:00:09

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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R289752413

P3880_0342

P3880_0342

P3880_0342

R4117

R4117

R4117

64032211

64031311

99127711

PCM

PCM

PCM

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Indication

Ongoing

Start Date

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

DYSPEPSIA

CHECKED

20090723

Per PI diagnosis this is dyspepsia.  Please  confirm and correct if you agree.

Per source, there is no end date nor is ongoing checked.  Please confirm with data once
it is available.

Please review date.

Please provide information on Tums.

If conmed use was prior to AE start date please provide a comment when you close the
query. 



Conmed was taken 2 days prior to start of AE of dyspepsia per subject contact

Verified.  JLM 02Jun2010  per source, conmed date was prior to AE start 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:
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R289755313

P3880_0342

P3880_0342

R4117

R4117

64031711

85813311

PCM.2

PCM.2

PCM

PCM

39

39

PAGE_39

PAGE_39

Has the subject taken any medications pr

other, specify (unit)

1

1

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

YES

INJECTION

Please add a page for amoxicillin per source.

Please verify should be "injection".

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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R289756713

P3880_0342

P3880_0342

R4117

R4117

71443011

71439211

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Confirmed

Confirmed

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

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

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

resolve time unknown

resolve time unknown

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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R289758313

P3880_0342 R411764035211

AE.2

AE 40PAGE_40

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Source is complete; please enter.

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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R289759313

P3880_0342

P3880_0342

P3880_0342

R4117

R4117

R4117

85935011

85935311

76428711

AE.3

AE.3

AE.3

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Outcome to Date

Resolved Date

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

RECOVERED

20100204

Please verify AE should be marked as recovered because AE returned to baseline status.

Please verify per AE returned to baseline status, therefore moderate AE did resolve.
Please enter date.

Please complete this page when data is provided.

Please have the PI complete the AE page and enter the data.

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:
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R289759313

P3880_0342

P3880_0342

P3880_0342

R4117

R4117

R4117

110450311

110450111

111377911

AE.3

AE.3

AE.3

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL HEADER

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Please update Outcome to Recovered since there is a resolved date/time.

Please uncheck ongoing as there is a stop date and time.

Anxiety is present as medical history.  Please verify this is a worsening of condition.
If not, please remove event.

corrected - IS THIS A WORSENING?

Per PI exacerbation of pre-existing condition

Verified.  JLM 26Apr2010

Verified.  JLM 26Apr2010

Verified.  JLM 26Apr2010

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:
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R289759313

P3880_0342

P3880_0342

R4117

R4117

111902511

111901611

AE.3

AE.3

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Confirmed

Confirmed

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

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

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

Verified.  JLM 26Apr2010

Verified.  JLM 26Apr2010
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Per source this appears to be the only repeat VS; please confirm and complete page.
Thank you!

Per source this appears to be the only repeat VS; data is complete and verified.  Thank
you!

Please enter ND below in date area to finalize this page.
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