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What is CDISC? — A Brief Refresher

« Clinical Data Interchange Standards Consortium

e Wwww.cdisc.org

« The CDISC mission is to develop and support global,

platform-independent data standards that enable
Information system interoperability to improve
medical research and related areas of healthcare.
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What is CDISC? — A Brief Refresher

* Acknowledge that the data content, structure and
guality of the standard data models are of paramount

Importance, independent of implementation strategy
and platform.

 Accomplish the CDISC goals and mission without
promoting any individual vendor or organization.
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Some Terminology

« ODM - Operational Data Model (V1.3)

» Transfer

e SDTM - Study Data Tabulation Model (V3.1.1)

» Submission

e CDASH - Clinical Data Acquisition Standards

Harmonization
» Collection
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Why CDISC Certification?

« To allow data (meta and clinical) to be transferred

easily between other certified systems using the
ODM.

The certification provides confidence that the system
Indeed allows this transfer — accurately and
consistently.

Potentially reduce the time and resources for a study
setup.
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Certification Process

e In order to ensure consistency across toolsets and
Interoperablility between ODM implementations, the
ODM Certification Program has been developed.

e Assero Ltd has been selected as the service provider
for the ODM Certification Program, as a result of an
open RFP process. (Www.assero.co.uk).

« Before a site visit from Assero sample extract files
were sent for an informal check, with a day’s off site
preparation.
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http://www.assero.co.uk/

Certification Process

« Exhaustive on site tests were then conducted over a
2 day period. A number of test files are used, some
of which are designed to fail !!

o Certification is completed off site.

e This process is repeated as necessary to obtain
certification.
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Types of Certification

« ODM Data Import

— Shnapshot
« Meta Data
 Data

— Transactional
 Meta Data
 Data

« ODM Data Export

— Snapshot
 Meta Data
 Data

— Transactional
« Meta Data
 Data

o .\I
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The Difference?

e Basically Transactional includes the audit history, and
IS probably best suited for conversion to SDTM.

e To date four vendors have achieved certification —
none in all areas.
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The cost?

« Will depend on the type and size of the organization.
 Initial evaluation $4,800 plus expenses.

« Additional evaluations are $2,400 plus expenses.

e CDISC charges for 100-499 employees $5,000

e CDISC discounts are available for qualifying
organizations.

 Resources to modify existing tools to handle ODM
requirements.

ResearchTechnology, Inc.
Enabling the Clinical Advantage




The reward ?

« Allows the vendor to provide a better quality verified
product.

* Provides interoperability assurance.

* Prevent rework or redevelopment of ODM tools to
suit different customers.

« Confidence of interoperability with certified partners.
o (et to use the Certification Logo.

@ cpisc
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How we did it

« The following slides show examples of the
Interface to import an ODM file.

 While they look simple, a significant
programming effort went into the functionality
behind the screens.

« Do not under estimate the effort required and pay
attention to error handling.

@ cpisc
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E3 microsoft Excel - ODM-EDM-Mapping

H Eile  Edit

Wi Inserk

Farrnak

Tools

ODM Meta Data Mapping

Daka Wlind o

Live Mesting Help Adobe PDF
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Tywpe a question For help

== |

'E—l £ ! : EMeet Mawe | 5" User Preferences. .. | Live Meeting Help ~ ! | !
A1

- B
A, B [ C D E F =
1 e
XML Element Tag/Antribute Required in ODM Table Name Column Mame  Columns required
in EDM, do not
exist in ODM and B
=2 default values
3 Study Glaobalvariables
4 Study BasicDefinitions
=1 Study Metadataversion
Globalvariables StudyMame Nl FPRJ_DEFM 5S_DESCR SCTRY, DRUG, The use
=] TAREA, PRJIDIR saL
7 Globalvariables StudyDescription i L DESCR
5 Glabalvariables FrotocolMame b [ L
9 BasicDefnitions Measurementlnit
10 Measurermentlinit Syrmbol
11 Symbol TranslatedText
12 Study Metadata ™ ersion
13 MetaData~'ersian [a]]n] b
14 Mame b
15 Description
16
17
18
StudyEventRef StudyEvent2ID i E~M_DEFM EWEMNT_ID ABS_D.
19
20 OrderMumber SEQ_MNO
Mandatory (Yes | Mol b
21
CollectionExceptionConditi
22 onQID
23
24 StudyEventDef o ]]n] i E%T_PAGE EEMNT_ID
25 Marme = %IS1T1 i E~T™ DEFM DSCR et
M 4 » »[\ 0ODM Metadata Mapping ODM Clinical Data Mapping £ Sheet3 [/ = =
Read
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ODM Clinical Data Mapping

E3 Microsoft Excel - ODM-EDM-Mapping
Eil= Edit Wi Insert Formak Tools Dakta windo Live Meesking Help Adobe PDF

N el (2 B Ca o] o @ > - sl i@ e -0 -|[B]z U
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& HhL Element

i
i
[l
k|
E
2
n

A B | = | D | E [ F =
XML Element Tag/Attribute Required in ODM Table Name Column Name Columns required in EDM, —3
do not exist in ODM and
default values
1
2
REC_ID = From Recid TF
Sequence 4
F_STATUS = " DRLIG,
Al Clinical Data Tables - TAREA, SCTRY, CHO,

3 |ClinicalData StudyOID i RCR_D_ %% PR B_STATLS = 00

4 MetaDataversionoID b B

=1

=]

All Clinical Data Tables -
7 |SubjectData Subjectkey A RCRE_D_% PATHO Clir
TransactionType (Insert
| Update | Remove | The
=} Upsert | Context) be

=]

10

11

All Clinical Data Tables -

12 [StudyEventData StudyEwventOID A RCRE_D_% EWEMNT_ID Ref
Ak
rep

13 StudyEventRepeatiiey for
The

14 TransactionType be
(Ins

15 Cor

16

All Clinical Data Tables -

17 [FormData ForrmolD i RCR_D_ %% PG MARE Ref

12 FormRepeatkley et

M 4 » w[%  CODM Metadata Mapping % ODM Clinical Data Mapping 4 Sheet3 / 1= 3|

Read
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Sample ODM Test File

=N C:\Documents and Settings\nvivian\Local Settings\Tempwwz453aVeRT\SET23\T_023_030.xanl - Microsoft Internet Explorer

>
File Edit Wiy Fawvorites Tools Help Links Gaj e EH._.'

=7xml version="1.0" encoding="UTF-8" 7=
— =l

ODMTe=st: CDIZC ODM Test Suite, (=) Assero Limited, 2004

l

Test Set: o092 — YWersion 1.2 [=zchemws) and Wi.2.1, Full Exasunple
Test Item: oz0

Description: Contains the Metadata only for the example study.
Re=sult: MNo errors in file.

[§Revision: 2 §)

=

— =0DM xmins="http:f fvww .cdisc.org/nsodmfvw1.3" smins: ds="http:/ /vwww._ w3 . org/2000/09 /«xmlidsig#"
=mlns:=si="http A v w3 .org 2001 S XMILSchema-instance" =mins: ert="http:/ fvww . ert.comyZns/Sodm/Sschema"
wsiischemalocation="http:f /vwwww . cdisc.org/ns/odmfv1.3 eRT.xsd" FileOID="0DMTest_009_020" FileType="Snapshot"
Granularity="Metadata" CreationDateTime="2005-05-01T12:00:00+01:00">

— <!__
Thi=s £ile contains a single trial, bhoth the Metadats for that triasml and cthe data.
——=
— =Study CID="0ODMTest.Trial.001"=
- {C!__
EBasic information about the tcrial.
—-——=
— =<Globalvariables=
=StudyMName=0DMTest Trial 001 /StudyMName:>=
=StudyDescription=A trial to demonstrate the application of the CDISC ODM=/StudyDescription=
=ZProtocolHame=Protocol for ODMTest Trial 001</ProtocolMNames
=/ Globalvariables=
— ==
Meassurement definitons.
—-——=
— =RasicDefinitions= ke
@Done a My Cornpukter
@ coisc
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Sample ODM Test File

| C:\Documents and Settings\nviviani ocal SettingsA\Tempwz453a\eRTSETZ23YT_023_030.xml - Microsoft Internet Explorer

> T
Fil=  Edit  Wiew  Fawvorites Tools  Help Links GB - i-?f.

Study Metalbata

—-——=
— =<ketabataversion OID="0ODMTest_Trial_001.Metadata_vOo001" MName="0DMMTest Trial 001 Metadata'"=
- <!__
Crrerall protocol

——=

— =Protocol=
=StudyvEventRef StudyEventOID="SE_DM" Mandatory="¥es" OrderMHMumber="1" /=
<StudyEventRef StudyEventOID="SE_WT_Initial" Mandatory="¥es" OrderMumber="2" /=
=StudyvEventRef StudyEventOID="SE_¥T_Subsequent" MMandatory="Yes" OrderMumber="3" /=
=StudyvEventRef StudyEventOID="SE_PD" Mandatory="Yes" OrderHumber="4" /=

< /Protocol=
— <!__

Study Ewent Definitions =

-
— =StudyEventDef OID="SE_DM" MName="Demographics" Repeating="Mo" Type="Scheduled"=
<FormRef FormOID="F_DM" Mandatory="Yes" Ordertumber="1" /=
=/StudyEventDef=
— =StudyEventDef OID="SE_%T_Initial" Mame="¥itals" Repeating="MNo" Type="Scheduled"=
zFormRef FormOID="F_¥T_1" Mandatory="¥es" OrderMumber="1" /=
=FormRef FormOID="F_%T_2" Mandatory="Yes" OrderMNumber="2" /=
=/StudyEventDef=
— =StudyEventDef OID="SE_%T_Subsequent" HMame="%itals" Repeating="ves" Type="Scheduled"=
<FormRef FormOoID="F_W¥T_1" Mandatory="¥es" OrderMumber="1" /=
=/StudyEventDef=
— <«StudyEventDef OID="SE_PD" HName="Patient Diary" Repeating="ves" Type="Scheduled"=
=FormRef FormOID="F_PD" Mandatory="¥es" OrderMumber="1" /=
=/StudyEventDef=
— <!__

Form Definitions

——=
— <FormbDef OID="F_DMNM" Name="Patient Demographic Information" Repeating="MNo">
=ItemGroupRef ItemGroupOID="I1G_DM" Mandatory="Yes" OrderMHMumber="1" /=
< /FormbDef=
— =FormbDef OID="F_¥T_1" Mame="Patient ¥ital Signs {(1)" Repeating="MNo"=>

£

@ Dione j My Cornpukter
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Vendor Extensions

L ACDISCYODM_PreClinical.xanl - Microsoft Internet Explorer

File Edik Wiew Favorites Tools Help lt-"
-~

— =ItemGroupDef OID="STENTED_AMNALYSIS" Name="Stented Yessel Analysis" Repeating="ves">
<ItemRef ItemOID=""ESSEL__AMNALYSIS" Mandatory="ves" OrderHumber="1" ert: ScreenControl="Radio Button"
ert: CodeListPrompt="CD" /=
=ItemRef ItemOID="AMLSLOC1" Mandatory="MNo" OrdertNumber="2" ert: ScreenControl="Radio Button"
ert: CodelListPrompt="CD" /= =
=ItemRef ItemOID="AMLSLOC2" Mandatory="MNo" OrdertNumber="3" ert: ScreenControl="Radio Button"
ert: CodeListPrompt="CD" /=
=ItemRef ItemOID="AMLSLOC3" Mandatory="MNo" OrdertNumber="4" ert: ScreenControl="Radio Button"
ert: CodelListPrompt="CD" /=
=ItemRef ItemOID="AMLSLOC4" Mandatory="MNo" OrdertNumber="5" ert: ScreenControl="Radio Button"
ert: CodeListPrompt="CD" /=
=ItemRef ItemOID="INTERY_COMMNEMNT" Mandatory="MNo" OrderMNumber="6" /=
— =ert: CodeSnippets>
— =ert:Derivation ert:Name="INTYCOM1">
— =ert: Triggerltems=
<ert: Triggerltem=INTERY_C</ ert: Triggerltem=
=Sert: Triggerltems=
— =ert: TriggerEvents=
=<ert: TriggerEvent=MEW_RECORD</ert: TriggerEvent>
=Sert: TriggerEventsx=
=ert: Text=8ub Main @INTERY_C@E = "N/SA" End Sub=sert: Text>=
<sert:Derivation=
=/art: CodeSnippats>
=/TtemGroupDef=
— =ItemGroupDef OID="STENT_INFO_FOLLOWUP" MName="Stent Information Followup" Repeating="MNo"=>
zltemRef ItemOID="TIMI_POST" Mandatory="Yes" OrderHumber="1" ert: ScreenControl="Radio Button"
ert: CodeListPrompt="CD" /=
<ltemRef ItemOID="COMPLICATIOMNS" Mandatory="Yes" Crdertfumber="2" ert: ScreenControl="Radio Button"
ert: CodeListPrompt="CD" /=
<IltemRef ItemOID="DEVICE_MALFUNCTIOMN" Mandatory="Yes" Orderkumber="3" ert:ScreenControl="Radio Button"
ert: CodeListPrompt="CD" /=
<ItemRef ItemOID="INTERY_COMMNEMNT" Mandatory="%¥es" OrderMumber="4" /=
— =ert: CodeSnippets>
— =ert:Derivation ert: Name="INT¥COM2":>=
— =ert: Triggerltems=
=ert: Triggerltem=INTERY_C=Sert: Triggerltem=
=Sert: Triggerltems=
— =ert: TriggerEvents=
<ert: TriggerEvent=MEW_RECORD</2rt: TriggerEvent=
=/ert: TriggerEvents>
=ert: Text=8ub Main @INTERY_C&a = "N/A"™ End Sub<sort: Text=

&] pone %) | ocal intranst

[£
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The Error Log

B 100 - Motepad

Fil= Edit Format Wiew Help

5] — Mo more data to read from socket

-5] — Premature end of file.

-5] — Premature end of File.

-5] - [domzZ-—-error]: cwc—elt.l: Cannct Tind the declaration of element 'oDM'.

5] — The element type "oDM" must be terminated by the matching end-ta Y SODM "

-5] - [domzZ-—-error]: cwc—elt.l: Cannct Tind the declaration of element (o] " B

5] — The element type "study'” must be terminated by the matching end-tag "<sstudy=".

-5] — [domzZ—-error]: cwvc—elt.l: Cannct Tind the declaration of element 'oDM' .

5] — The element type "Protocol' must be terminated by the matching end-tag "<sProtocol=".

5] — Content s not allowed n prolog.

-5] - [domzZ—-error]: cwc—elt.l: Cannct Tind the declaration of element 'oDM'.

5] — There are parsing errors in the £ile wou are trying to mport. Please check the walidity of the xml file against the ert
-5] - [domzZ-—-error]: cwc—elt.l: Cannct Tind the declaration of element 'oDM'.

-5] — There are parsing errors n the Ffile wou are trying to mport. Please check the walidity of the xml file against the ert
< i | >
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Using CDISC in an ODM Certified tool

2 Inmport CDISC ODM - Microsoft Internet Explorer — =] =]
J File Edit Wis Favarites Tools Help | #

J G Eaclk - {.— ; - E @ \{:j | p Search ‘i'n'\? Faworites @ | 8 - -:3._% E ﬁ E

J Address IE http: ffpogo.ert. comfcdiscdemofLoad ODM? TER=31 LI GO |J Links

-

EXP@RTK Import COISGODM

Data Managemeant

Select a study : [ CDISC/ERT =

Select a file by clicking the browse button. IC:'\Documents and Setti Browse. .. I

IFf metadata exists for this protocol, importing a new file will replace the existing metadata.

Load File

|@ Done I_ I_ I_ I_ I_ Ii Internet

. CDISC ResearchTechnology, Inc.
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Select a language where available

3 Inport CDISC ODM - Microsoft Internet Explorer
Favarites Tools Help
- Go |J Links

| File Edit  View
[ Qe - - (=] (B b | S mwren Lo €0 |37 00 [ )&

J Address I@ http: /fpogo.erk. comfcdiscdemo/LoadoDr

E X P@RTK Import CDISG ODM

Data Management

=Select a language= LI
=Select a language=
de

fe

Select a language :

[ | | [ |4 tnterner

ResearchTechnology, Inc.
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Exceptions are displayed

Import CDISC ODM - Microsoft Internet Explorer — =] =]
J File Edit Wis Favarites Tools Help | 'R‘-'
[ - © - [ B @p| Owemwr Foro @3- 3 L) B B
J Address I% http: ffpogo.ert. comfcdiscdemofLoadlL ang o0 LI GO |J Links
=]

EXP@RTK Import. CDISG ODM

Data Management

The study has loaded successiully.
Warnings
The ert:Createciuery andrfor ertMissingReason attributes have been set to "ves" for termQID : ERTSEQIT which has the "Mandatory” attribute value of "ro”
The event : DIARY is oftype "scheduled" and "Repeating = ¥es". Since this event has no ert:SubEventIDVS itwill be treated as a single scheduled event
The ert:Createciuery andrfor ertMissingReason attributes have been set to "ves" for termQID : ERTSEQIT which has the "Mandatory” attribute value of "ro”
The event tvpe "Common” is not supported by EDM. StudyEvent2ID : AE eventtype has been changed to"Unscheduled”.
The ert:Createciuery andrfor ertMissingReason attributes have been set to "ves" for termQID  IAESTOR which has the "Mandatony attribute value of "Ro"
The ert:Createciuery andrfor ertMissingReason attributes have been set to "ves" for temQID  IAECOMTI which has the "mMandatorn® attribute value of"rko”
The ert:Createciuery andrfor ertMissingReason attributes have been set to "ves" for temQID : ERTSEQIT which has the "Mandatory” attribute value of "ro”
The ert:Createciuery andrfor ertMissingReason attributes have been set to "ves" for temQID : ERTSEQIT which has the "Mandatory” attribute value of "ro”

Select a study : |=Se|ectastud'y’= ;l

Select a file by clicking the browse button. | Browse. . I

Load File wiew Log |

@ Dione I_ I_ I_ I_ I_ Ii Inkternet
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The English EDC is now ready

eData Entry - Microsoft Internet Explorer

| File Edit  View Favorites

Help

| S - @ - [ [F o

pSearch ‘}/{?Favorites @l| B' l:i_% E’ |_.J ﬁ E

J Address I@ http: ffpogo.ert. com: 7778 pgprvdermo)serviet fdispatch?rid=932pno=C_DISC &sctrw=ER T&paghlame=FEBASELIMN

=1 Go |JLinks

=1
[=] Finter Panel | FBASELIH | = | IShDW... vI | 1 [+ | = Exit |
| =1 | [0:0] | IGCOMMON (Common } | [ @] ‘ IUtiIi‘ties vI | == |
1] Hawvigation Panel
El-&1 Protocols Site #
Subject 10 #
gt Date
| [0:0] | 1G_DM (Demographics ) [E] [ ‘ IUtiIi‘ties VI =] =]
Crate of Birth
Sex =]
Race =l S
| [0sm] | 1G_SH (Smoking History ) | | @ ‘ IUtiIi‘ties vI ==
Mumber of cigarettes per day I =l
[ I I I 1 =
-
@ Dione Ii Inkternet
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Other languages are easily imported

3 Inport CDISC ODM - Microsoft Internet Explorer
Wis Favarites Tools Help
- Go |J Lirks

| File  Edit
J @Back T o - Ia @ \’_:j | pSearCh *Favorites @| B' -3_% E‘ |_‘J ﬁ E
=1

J Address I@ htkp:f/pogo.ert, comfcdiscdemofLoad oD

EXP@RTK Import. CDISG ODM

Data Management

=Select a language= LI
=Select a language=

[Subra |1
fe

Select a language :

I_ I_ I_ I_ I_ Ii Inkternet

@ Dione
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eData Entry - Microsoft Internet Explorer

| File  Edi  Wiew

Fawvorites

Help

The French EDC is now ready

| Qe - @ - ] [&] @

pSearch ‘}/{?Favorites @l| B' l:i_% E’ |_.J ﬁ E

J Address I@ http: ffpogo.ert. com: 7778 pgprvdermo)serviet fdispatch?rid=932pno=C_DISC &sctrw=ER T&paghlame=FEBASELIMN

=l B s

|J Links

=

[=] Fiter Panel | FBASELIH | =1 | IShDW... vI | A | Bl Exit |
-
| =1 | [0:0] | IGCOMMOHN (Common } | | [@ ‘ IUtiIi‘ties vI | == |
1] Hawvigation Panel
=21l Protocols EBlSES St
Sujet Identification #
Date de Visite
| [0:0] | 1G_DM (Demographics ) [E] [ ‘ IUtiIi‘ties VI =] =]
Date de hlaizsance
Fenre =]
Lppartenance ethnicue =l e
| [0sm] | 1G_SH (Smoking History ) | | @ ‘ IUtiIi‘ties vI ==
Mombre de cigarettes par jour I =l
[ I I I 1 =

&1

@cpisc
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Data Is entered

File30_CRF_Report. pdf - Adobe Acrobat Standard
File Edit Wiew Document Comments Forms Tools adwvanced  ‘window  Help

ﬁ Create PDF — @ Zomhbine Files - @ Export — @ Start Mesting - ﬁ Secure T ’ Sign ~ *9 Revieww & Comment

O B e BB % e RN EE—

[
06-Dec-2007 20:53:34 GMT Page 2 _
Program: NC_PROG/ERT Protocol : cDhisc1/uUs
Center : 2 Patient ID : 2
Event ID : SE_DM Page ID : Patient Demographic Information =
Page Entry Status: v/ n

-- Module 1G_DM (IG_DM) -
Date of Birth 06-Dec-1965
Sex mA
Race BLACK
[»]
ResearchTechnology, Inc.
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Then exported as Meta Data

FAWCDISCAFile30__Export.xml - Microsoft Internet Explorer

File Edit Wigw Fawvorites Tools Help ﬁ-
Ead

=7=ml version="1.0" encoding="I5C0-8859-1" 7=

ol—- ODMTest: CDISC ODM Test Suite, [z] Assero Limited, 20043 Test Set: o009 — VWersion 1.2 (Schema)l and Wi.=2.1,

Full Example Te=st Item: oza Description: Contains the Metadata only for the example =study. Result:

=00 =mlns="http: /v . cdisc.org/nsfodmfvw1l.3" CreationDateTime="2005-05-01T12:00:00+01:00" FileQID="0DMTest_009_020"
FileType="Snapshot" Granularity="Metadata" =mlns:ds="http:/ fvwvrw w3 . org /200009 wmidsig#" L
=mlhs:ert="http:/ Sviww . ert.comsnsfodmyfschema" =mins: zs="http:/ fvwww.cdisc.org/ns fodmfv1.3"
=mlnsixsi="http:/ Avnvrw w3 org 200 L S HVILSchema-instance" =siischemaLlocation="http:/ fvwvwrw . cdisc.org/nms/fodmSv1.3 eRT.xsd"=

= l-- Thi=s file contains a single triasal, bhoth the Metasdatas for that tri=sl and the data. ——=
— =Study OID="0ODMTest.Trial.001"=
= !-- Eazsic information about the trial. ——

— «Globalvariables=
=StudyMame=0DMTest Trial 001 /StudyMName=
=StudyDescription=A trial to demonstrate the application of the CDISC ODM</StudyDescription=
<ProtocolMame=Protocol for ODMTest Trial 001</FProtocolMName=
=/ Globalvariables=

=l-- Measurement definitons. -——>=
+ =BasichDefinitions=
e Study Metabata ——=
— =Metabhata“ersion HMame="0DMTest Trial 001 Metadata" JID="0DMTest_Trial_001.Metadata_4v0O001"=
=== Crerall protocol ——=

— <Protocol=
=StudyEventRef Mandatory="Yes" COrderMumber="1" StudyEventOID="SE_DM" /=
=StudyEventRef Mandatory="Yes" OrderdMumber="2" StudyEwventQID="SE_%¥T_In" />
=StudyEventRef Mandatory="Yes" COrdertumber="3" StudyEventOID="SE_W¥T_Su" /=
=StudyEventRef Mandatory="¥es" Ordertumber="4" StudyEventOID="SE_PD" /=
= /Protocol=
=== Study Event Definitions —_——=
— =StudyEventDef Mame="Demographics" OID="SE_DM" Repeating="MNo" Type="Scheduled":=
=FormPRef Form2ID="F_DM" Mandatory="Yes" OrderMumber="1" /=
=/StudywEventDef=
— =StudyEventDef Mame="vitals" OID="SE_W¥T_In" Repeating="MNo" Type="Scheduled">
=FoarmPRef FormOID="F_%T_1" Mandatory="¥es" OrderMumber="1" /=
=FoarmiRef FormOID="F_%T_2" Mandatory="ves" OrderMumber="2" /=
=/StudyEventDef=
— =StudyEventDef Mame="¥itals" OID="SE_¥T_S8Su" Repeating="Yes" Type="Scheduled">
=FoarmRef Form2ID="F_%T_1" Mandatory="ves" OrderHMumber="1" /=
=/StudywEventDef=
— =StudyEventDef Mame="Patient Diary" OID="SE_PD" Repeating="ves" Type="Scheduled">
=FormRef Form2ID="F_PD" Mandatory="Yes" Orderfumber="1" /=

€

<
@ ‘j Local inkransk
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And Clinical Data in the same ODM file

FAWCDISCAFile30__Export.xml - Microsoft Internet Explorer

File Edit Wigw Fawvorites Tools Help

=7=ml version="1.0" encoding="I5C0-8859-1" 7=
ol—- ODMTest: CDISC ODM Test Suite, [z] Assero Limited, 20043 Test Set: o009 — VWersion 1.2 (Schema)l and Wi.=2.1,
Full Example Te=st Item: oza Description: Contains the Metadata only for the example =study. Result:

— =DM =mlns="http:/ vwvv . cdisc.org/nsfodmfvw1l.3" CreationDateTime="2005-05-01T12:00:00+01:00" FileQID="0DMTest_009_020"
FileType="Snapshot" Granularity="Metadata" =mlns:ds="http:/ fvwvrw w3 . org /200009 wmidsig#"
=mlhs:ert="http:/ Sviww . ert.comsnsfodmyfschema" =mins: zs="http:/ fvwww.cdisc.org/ns fodmfv1.3"
=mlnsixsi="http:/ Avnvrw w3 org 200 L S HVILSchema-instance" =siischemaLlocation="http:/ fvwvwrw . cdisc.org/nms/fodmSv1.3 eRT.xsd"=

= l-- Thi=s file contains a single triasal, bhoth the Metasdatas for that tri=sl and the data. ——=
— =Study OID="0ODMTest.Trial.001"=
= !-- Eazsic information about the trial. ——

— «Globalvariables=
=StudyMame=0DMTest Trial 001 /StudyMName= B
=StudyDescription=A trial to demonstrate the application of the CDISC ODM</StudyDescription=
<ProtocolMame=Protocol for ODMTest Trial 001</FProtocolMName=
=/ Globalvariables=

== Measurement definitons. -
+ =BasichDefinitions=

e Study Metabata ——=
+ =MetaDhata“ersion Mame="0DMTest Trial 001 Metadata" 2ID="0ODMTest_Trial_001.Metadata_v0O001"=
=/Study=

— =AadminData «s: StudyOID="0DMTest . Trial.001"=
— =lLocation xs:LocationType="Site" xs:Name="Center2" xs: OID="2"=
=Metabhata“ersionRef =s:Effectivebate="06-DEC-2007" =s:MetaDataversion2ID="0DMTest_Trial_001.Metadata_%001"
== StudyOID="0ODMTest. . Trial.001" /=
=DisplayMame=Center2</Displaytamea=
= /Location=
= SadminData=
— =ClinicalData =s:MetabhataversionQID="0DMTest_Trial_001.Metadata_vwo001" «s: StudyOId="0DMTest. . Trial.001"=
— =SubjectData xs: Subjectkey="2"=
=SiteRef s Location2ID="2" /=
— =StudyEventData =s:StudyEventOID="SE_DM">
— =FormData «“s:FormQID="F_DM"=
— =ItemGroupData «xs: ItemGroupOID="1G_ DM">
=ItembData =s: ItemOID="I_DMN_BRT"=06-DEC-1965=/ItemData=
=ItembData =s:ItemOID="I_DMN_SEX"=M=sTtemDataz
=IltembData =s:ltemolD="I_DMM_RAC"=BLACK=/ItemData=
= /TtemGroupbData=
=/FormData=
=/StudyEwventDatax
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Observations

e The CDISC ODM works !

« It allows interoperability between certified systems.
 Allows external applications to be used to design studies.
 May reduce study setup time.

 In 2007 the FDA proposed that all submissions will use
SDTM.

« CDISC is looking for global adoption by 2010

« CDISC is a significant/essential requirement for vendor
selection

. CDISC é ResearchTechnology, Inc.
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Thank you.

Neil Vivian
eResearchTechnology
nvivian@ert.com
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