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Tips and Tricks to Addressing Discrepancies
In order to save you time in addressing discrepancies and updating data, here are some quick tips to help you through the process...

Update data before addressing queries!

« If the data is “clean” then the system will close system generated queries when you save the page

Update all the data before saving!
» Save the page so all the “clean” data is checked at one time

Address remaining queries!

A » Once you've saved the CRF you are left with manual queries plus any remaining system queries

Only address queries in RED!
» Address only those queries that need your help

A When all queries actionable to you have been addressed, the patient icon will display as yellow

Discrepancies may appear that reference multiple CRF pages.

* You can identify these CRFs by reviewing the discrepancy details
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Query (Discrepancy) Management
Discrepancies are data errors within RDC and result in a guery being generated in RDC.

Discrepancy Definition

DISCREPANCY <> QUERY

A discrepancy is data that falls
outside of an expected range of
values. Itisin essence a data error
and is known as a query when
conducting a paper study.

A query can be created in two ways:

Batch Validation: A process that
executes all edit checks built into the
database to cross-check multiple
data fields possibly on multiple case
report forms. This can be run
manually by a user or nightly by the
RDC system.
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“ System Queries

¢ A system generated query alerts you that there may be a
problem with a response, or a group of responses in the data
field(s).

¢ This may be related to the data entered or missing data.
System generated queries are automatically created:
¢ During data capture
e Immediately after data is saved
e After batch validation is run on the study database.

“ Manual Queries -

¢ A manual, or user-generated, query is the result of someone
else, such as your Clinical Monitor/CRA, creating a query based
on Source Document Review/Verification.
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Distinguishing Between Manual and System Queries
Manual queries can be distinguished from system queries by reviewing the query details.

|-| Details =] Details

Related Values | Histnryl Related Values I Histuryl

ce Dezcription 'Dees the zubject have any
ongeing or rezelved medical or
zurgical histery? iz YES,
hewever, the Medical Hiztory
CRF iz not completed. Please
goded.

Reazon Data ManagerC
Comment Joe Smith
By
Date 05-APR-2010

IManual Queries will have a
query type beginning with

Comment

"TANUAL" 28-AUG-2010 11:52:22
Action =l El System Queries will have a query :,' El
type of "MULTIVARIATE" ar

"UNIVARIATE"
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Reviewing Queries
You can review queries for your patient by using the Activities link on the Home tab or by navigating to the Review tab.

ORACL_E RDC Onsite

Logout Preferences Change Password Help

Casebooks Reports

Review

Logged in as Kevin StephensoniData management role, PSDE); Last Refresh 31 rl’.!ay—i&ﬂ 13:36:22

Study and Site IDEVELOPNEHT = 101 x| | Go
gy 8| te

mna

Use this link to review your
"Active" queries

Patients.

Select Patients and... [ Open Patient Cazcbooks =] [6a_ <) Previous [1-50 0T 274 ] Next50 (3

Select All | Select Hone

| Patient Number | Last Modified | Casebook

select &

— ra 101401 13-May-2011 05:-12:42 DISCREPANCES

Stugdy ROC CRF Cempletion Instructions I— & 101-102  08-May-2011 14:08:57 DISCREPANCIEES
I— ‘ 101-103  08-May-2011 14:08:57 DISCREPANCIES
r Iﬂ 101-104  08-May-2011 14:08:57 DISCREPANCEES
ria 101-105  09-May-2011 14:08:02 DISCREPANCES
ra 101-108 | 22-Apr-2011 11:42:14 DISCREPANCIES
ria 101107 07-Apr-2011 16:10:07 DISCREPANCEES
C|a 101108 22.Apr-2011 19:11:24 DISCREPANCIES
ra 101108 05-Apr-2010 10:67:21 DISCREPANCES
r a 101410 05-May-2011 14:06:57 DISCREPANCEES
ra 101111 02-Dec-2008 04:41:15 DISCREPANCIES
O 404 447 laa S040 04.00.4 L
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On a CRF page you have the following color scheme:

A red field

contains a discrepancy
actionable to you

A yellow field

contains a discrepancy
actionable to someone in
another user role

A green field

indicates that there was a
discrepancy on that field that
has been manually closed
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(biogenidec | Protacol I [PEVELOPNENT Visit [ECREENING
Subject Page [PHYSICAL_EXAMINATION

PHYSICAL EXAMINATION (Page 1 of 2)

Date of examination: 01-JAN-2010
(dd-mon-yyyy)

Body system Abnormal examination findings

sz NOTDONE []
|
ABNORMAL

HEENT NOTDONE [] [ESNGREES, WOT CITNICAIIY SIENIFICANT
NoRIAL []
ABNORIMAL
LYMPH NODES NOTDONE [
NORKAL (]

ABNORIIAL

NECX AND TzyRoID  NOTDONE[]
LNORKAL [7]

page

Query actioned to you |

9

Query actioned to another user
or role

) —

\

)

Closed query (field level only) |

B
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Discrepancy Details

When reviewing a query in the
Discrepancy List, you will see the
details of the discrepancy in the
lower section of the Navigation
Pane.

In the Details section, you will see a
description as to why the
discrepancy was created along with
other detailed information.
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BE D sA

H
]

Visit [SCREEMING

Page |MED\CAL HISTORY

6. Hepatic
7. Genitourinary

9. Meurological

8. Hematopoietic/Lymphatic

1. Musculoskeletal
12. Dermatalogical
13. Psychasocial

14, Infectious disease

0. EndacringiMetabalic 15. Other

ical Condition Ongoing

ITS OF OBJECTS ‘ @ves [Jno
‘ @ves [Jno
‘ Clves [@no
‘ @vEs [Jno

Tives o

| @ves Ome
|

Discrepancy  Investigator Comment

Show | Al Discrepancies -

«w @ e B ® I
Muti

e LS

Highlight a query and details
appear below

Relat ez | History
Description ‘Gngeing' is blank but ‘Category
No." andier ‘Medical Condition”
isjare present. Please review
and upgate as needed
Type MULTIVARIATE
i Status Unreviewed

Comment
By Sheetal Ghadi
Date 05-JAN-2011 08:08:12

Action
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System Queries
Site users can:
e Make an update to the data
associated with the query

o If data is updated to meet
the requirements of the
system edit check, the query
is automatically closed and
no longer displayed by the
system

e Route the discrepancy to the Data
Manager

o Ifaqueryis routed to Data
Management, it must be
accompanied by a comment
requesting clarification
OR

o Confirming that the
information provided is
correct

The comment is then reviewed to
determine if it satisfies the data issue. If it
is determined that discrepant data does not
need to be updated, the query will be
manually closed by the Data Manager.
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If the Data Manager determines that further information is required, the query

can be routed by to the site for clarification.

Tip: In order to keep the data as clean as possible, you should address the

discrepancies that were generated during batch validation on a regular basis.

System Query Process Flow

Update Data

‘ Manager for
System Query | . Clarification

Manager for
Resolution

Route to Data

Route to Data

System Closes
Query

D Manager

Clarifies and
.Re-Queries Site

Data Manager
Closes Query

Data Manager
Reviews and
.Re-Queries Site
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Manual Validation
You can validate (run edit checks) on a patient casebook in RDC.

Select a patient Select Click the Confirm Validated
to validate Validate. Go button. Validation Data

ORACLE’ RDC Onsite

Logout Change Password Help

Home | Casebooks | Review | Reports
Logged in as Rdc4 Site(Site user, YWGC), Last Refresh 01-Jun-2011 14:37:35]

Home =
Study and Sie | DEVELOPHENT v [101 =

Stud and Site Summany

Patient Casebooks

Search : 4 Patients Selected From Home Page.

Casebook Spreadsheet

Casebook View: [2010 TRANNG ~]| Visit: [SCREENNG ~] CREs: (@ Previous[ 18 of g =] Net (&

et (@

. () Previous

Select Validate and click
screenms | GO to run validation on
Inc_Exc Demography Medhist_Yn Medh2 vital the selected subjegt g_Prior
— ——t g(101-105) :ls
= £ : - ) A
rog oo ,,B 1 ,,D z ,,D 3 ,,E 2 7 ,,D & “D 5 ,,E 8
rog toee ,,B 1 ,,D z 3 ,,E : ,,E 7 “D s “D 3 ,,E 8

orts Logout Change Password Help

Select Patients and..

Copyright © 2« Oracle. Al rights resenved.

About RDC 4.5.3
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Confirm that you want to run validation in
the Validate Patients Warning window.

When this has run successfully, the Validate
Patients Confirmation dialog window will
display.

NOTE: Batch Validation is also automatically

executed on a daily basis (usually
overnight).

RDC Quick Launch Kit V1.0

a RDC Onsite: Validate Patients -- Webpage Dialog
Validate Patients

A Warning
“You have reguested validation for 1 patients. Thiz may take several moements to
execute. De you wizh te continue?

Cancel Continue

|htb:|:Hrdcval.biogenidec.mmfolsafocfrdd‘u'lodaIWindow.do?page r‘u Local intranet

a RDC Onsite: Validate Patients -- Webpage Dialog
Validate Patients

@ Confirmation

Validation successful

Close

|htb:|:Hrdcval.biogenidec.comfolsafocfrdd'“'lodaIWindow.do?pags r‘u Local intranet
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The Validation Error window

This window displays immediately ORACLE" ROC Onsite: Data Entry
after_ Study DEVELOPMENT, Site: 104, Patient: 101-105, Casebook: DISCREPANCIES- (Rdcd Site - Site user) Previous CRF | Mext CRF =],
e You TAB off a discrepant data S e e DRREE 920 &d a4
field
e Click into the next data field bogenidec  Prtocol > vis[FEREEE ]
e Save the CRF The query (data issue) | Subject [101-105 Page [WIEDICAL HISTORY ]
The window allows you to take [Valdation Errar =
action on the discrepancy and User respanse Resson DVG
. leray escription [Category no. is reported as A, This response is net =]
provide a comment at the same - y ot pesse v atdovetems
. . . revide the respense using a term from the list. hd
time. If a data issue is not resolved Review Status \c t .: Tty F : =
) R Comment [piease clarify query -
by a data edit, you can route this fopteral) |
.
discrepancy to the Data Manager Categary No acton | =
from the same window. E'J:TIF:}: E| .
Help Cancel 0K
Tip: Remember to enter a Comment \ \ dves [Jno
as further explanation can assist the O O
1 1 YES NO
Data Manager in resolving the ] ‘ ‘
discrepancy. — ‘ ‘ Oves [Jne
| | D Qo

=

7, Orack. Allrights reserved.
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Manual Queries (User-Generated Discrepancies)

In the case of manual discrepancies,
Site Users must:
e Update the data (if
appropriate)
AND
e Route the discrepancy for
Data Management Review

NOTE: Discrepancies which have
been created manually MUST always
be closed manually by the Data
Manager.

Manual Query

Update Data

Manager for
Clarification

Route to Data

Route to
Data Manager for
Resolution

Data Manager
Clarifies and
. Re-Queries Site

Data Manager

Resolves Query

Data Manager |

Reviews and
. Re-Queries Site
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Routing Queries

When a query needs to be routed to Data J || =l Details
Management this can be done through the h ongaing | Related Values | History |
. ; s

discrepancy details pane by selecting “Data 1 Route a discrepancy by Description ‘Category no. is reported a5 A,
Management Review” and clicking the Go selecting an action and s [JnC This response is not expected.
button [ . g Pleaze review the list of

’ C“Cklng Go allewed termz and provide the

[ rezponse using a term from the

Use the Comment field on the Discrepancy | LIveR, [One lit.
Action - Data Management Review window Type UNIMARIATE

to provide additional information regarding

) [Jves .
the discrepancy. Reason DVG

Comment
By Rdcd Site
Date PENDING

‘ Review Status Unreviewed

A query highlighted in yellow indicates you ‘ Jves [nc
have successfully routed a query.

NOTE: After addressing discrepancies, Clves Onc

remember to save the CRF.
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Finding Your Queries in RDC
Use the Review — Discrepancies Sub-Tab to quickly find
queries actioned to you.

ORACL_E& roc Onsit
1) Select "Review" tab

' 2) Select "Discrepancies" l

St0)101MS3255106210 Patents Selected 3 Total Ol

FAssigned Book IAF
CRF Status: “Entry [. B Tnpvo.a[vl’; =
CRF Sourcer  Casebook [ 41 = U B =] cRrFnam [a

€ oocromney. S [opnnesomer = )

In the search results, you will see queries that are actionable
to you in red. Click on the CRF icon to open the CRF and
address.

L, Red - Actionable to you e
1S FaNCOMIZEE 10 COP SOTIE (GLAT e ACE AT E B BaE o o

DMINISTRATION is 03-MAR-2011 Please revew and update as needed
MEC

dIdINEC confimy'is YES dut M YES did subjectre-consent E

Didthe subject consentto having blood samples usedir
parker testy b g0 rhark YEQ hawe ARKER

10N (RNA) e

aneenef Yellow - Action for another
potdone a3y
ed At screeming

LOMAXfor Wedication Hamé'is not coded Requites mant

<Lhacisncacies. ~14) View Open
Retresh Discrepancies
Patient Visit H
Number [Name | pate (CRF Name |section }
1 DAYO TREATMENT_GROUPS MULT
UNSCHNEL

A
210004 SCREENING INCLUSION_EXCLUSION_UNMET_C Result Y
F A
Onginal Units
Reponted
10-0 CONCOMITANT_MEDICATION Name o!Drug FLOMAX H
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