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ODM: Operational Data Model

« Standard pour la collecte, I'échange et
I'archivage de données dans le cadre d'une
étude cliniqgue (3 des 4 missions de CDISC)

* Neutralité architecturale et informatique
« Standard au format XML (via un schema XSD)

« ->Traduction des objectifs d’'un protocole clinique
en cahier d’'observation (avec une dimension
standard électronique)

 Les versions en production :
- (ODM V1.2.1)
— (ODM V1.3)
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Pourquoil utiliser 'ODM ?

e « The ODM can act
as a shared
vocabulary between
Sponsor and Vendor,
helping to eliminate ﬂ
confusion in the
specification
process. »

= =

And eCRF creation

ODM creation



XML et XSD

«Conformité XML: contraintes de syntaxe et de
sémantique

e L'ODM dolt étre syntaxiqguement correct

e L'ODM doit étre conforme avec le standard
‘XML Namespace’

e L'ODM doit étre conforme avec 'odm1-3-
Ofoundation.xsd' et avec 'odm1-3-0.xsd'

e Et eventuellement, I'ODM peut étre
conforme avec des 'Extensions vendeurs'
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<0DM xmlns="http://www.cdisc.org/ns/odm/v1.3"
xmlns:ds="http://www.w3.0rg/2000/89/xmldsig#"
xmlns:xsi="http://www.w3.0rg/2801/XMLSchema-instance"

xsi:5chemaLocation=“http:jfwww.cdisc.Urdhh-jodmfvl.B ODM1-2-8.%xsd"

0DMVersion="1.3"

FileQID="080-00-0080" . . e

FileType="Transactiona_ OIDs: ObJeCt Identifiers —

Description="Sample ItemData Extension" , . . .o .
numero unique d'identification

AsOfDateTime="2005-03-31TO0:00:00"
CreationDateTime="20085-04-04TO7:57:00" >

Elément XML

=Study 0ID="Study0ID"=

wl-=
Globalvariables is a REQ 0DM markup

-->
=GlobalVariables>

=5tudyName=RawValue</StudyN

=<StudyDescription=This fife contains test data</StudyDescription=

<ProtocolName=CDISC-Pfotocol-00-000</ProtocollName=
</GlobalVariables=

<BasicDefinitions /=

Attributs d'un élément

<)==
Internal ODM markup required metadata
Illustrates use of Condition0ID atirifiute on references
-
<MetaDataVersion 0ID="v1.3.8" Name="Version 1.3.0">
=<Protocol=
=StudyEventRef StudyEvent0ID="StudyEvent0ID" OrderMumber="1" Mandatory="Yes" CollectionExceptionConditionOID="Cond.@81" /=
</Protocol>

=<StudyEventDef 0ID="StudyEventOID" MName="Study Event Definition" Repeating="Yes" Type="Common"=
=<Description=
<TranslatedText xml:Llang="en"=English: The simple English textual description</TranslatedText=
<TranslatedText xml:lang="fr"=Francais: La description textuelle frangaise simple</TranslatedText>
<TranslatedText xml:lang="es"=Espafiol: La descripcidn textual espafiola simple</TranslatedText>
<TranslatedText xml:lang="de"=Deutscher: Die einfache deutsche Textbeschreibung=/TranslatedText=
=/Description=
<FormRef Form0ID="Form0ID" OrderNumber="1" Mandatory="No" CollectionExceptionCondition0ID="Cond.@81"/>
=/StudyEventDef>
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Les attributs

ODM
Description - Text (Optional)
FileTs ( Snapshot
e e @
YP | Transactional )
(All
| Metadata
| AdminData
Granularity | |ReferenceData
| AliClinicalData
| SingleSite
| SingleSubject ) (Optional)
Archival - (Yes) (Optional)
FileOID - oid

CreationDateTime - datetime

PriorFileOID -

AsOfDateTime -

ODMVersion -

Originator -

SourceSystemn -

SourceSystemVersion |-

oidref (Optional)

datetime (Optional)

text (Optional)

text (Optional)

text (Optional)

ID D (Optional)

@ cpisc

text (Optional)

d'un ODM
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Les attributs d'un ltemGroupRef / Def

Une définition
unique pour une
utilisation multiple
oo - «d dans la structure

ItemGroupRef ItemGroupDef

ItemGroupOID - oidref

v

OrderNumber - integer (optional) Name - name

(Yes

Mandatory - [ No) Repeating - :Yso)
CollectionExceptionConditionOID - oidref (Yes
IsReferenceData - :
| No) (optional)
. CollectionExceptionConditionOID: aAsDataseiame  [RESof
- Nouveauté de la version 1.3 Domain ~ text (optional)
- Référence vers une condition —
(ConditionDef) décrivant les Origin fé foxtieticost
conditions d'omissions ,
Role  name (optional)
. SASDatasetName: réféerence au
nom de la table SAS de votre Sl Purpose - text (optional)
. Domain, Origin, Purpose et Comment - text (optional)

Comment; reférence SDTM
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ItemRef

Les attributs d'un ItemRef / Def

IltemDef

i
»

[temOQID - oidref

OrderNumber ~ integer (optional)

(Yes

Mandatory - No)

KeySequence - integer (optional)

ImputationMethodOID - Deprecated
MethodOID - oidref (optional)
Role - NMTOKENS (optional)
RoleCodelListOID -

oidref (optional)

CollectionExceptionConditionOID

oidref (optional)

SASFieldName: référence au nom du
champ la table SAS de votre SI

SDSVarName: référence au nom de la

variable SDTM

Origin et Comment: référence SDTM

QID - oid

Name - name

(text
| integer
| float
| date
| time
| datetime
| string
| boolean
| hexBinary
DataType - ;
| base64Binary
| hexFloat
| base64Float
| partialDate
| partialTime
| partialDatetime
| durationDatetime
| intervalDatetime
| incompleteDatetime )

Length
SignificantDigits

(Yes
IsReferenceData - )
| No) {optional)

SASFieldName -

sasName (optional)
SDSVarName  sasName (optional)
Origin - text (optional)

Comment - text (optional)
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La structure d'un Item

. Question: label de la question
en suivant CDASH (avec |
traduction possible) /| Question? o Tensatedhrts
. ldem pour ExternalQuestion jexemaiuestont]
(dans un dictionnaire de |/ VMeasurementurithef
codage) "f/{'m].{ = e
. RangeCheck: solution pour la T—— %— \ Brottessnger - Tarshtedlent
, g . , ~| CodeListRef? |
vérification des données en \ —
fonction du type (LT  Less aad
than, LE Less than or equal NS
to, GT  Greater than, GE | (Description?)
Greater than or equal to, EQ \ValueListRef+ |-, rempets

Equal to, NE Not equal to)

. CodeListRef: pour les items de
type CodelList
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'I.n'alldate on Save - 13 == Transform  Validate &

-G8 @~ B39 @

m ODM Tree &4 m Sales Demo 080124 008 CL.xml I/m model_studydefinition_marvin2. 1_without_actions. xml
* |5 - 7 -
@- 5 0ODM Study Composer Overview
= @ (Subject Protocol)
EIE e.selection File
Elﬂ f.selectiondate File CID*: | P ————
EIE ig.selectiondate i .
ﬂ i.dat_selection E File Type™: |5”EF'5h°t
(@ i.dat_infcons Description: [Coet ey w~a =
0 it _initials Crenton Datetme
) i.dat_dob = reation Datetime™ | J008-02-20T16:42:04+01:00
= (@ funcexcaiteria Prior File OID: |
= E ig.indusioncriteria
(B i.txt_agesup18 Source System: |
. a I bxt_esrd - Originator: | Nicolas de Saint Jorre
ﬂ i.tut_sechyperparathyroidism
- @ i.txt_esipth
#- ] i.txt_greatparathyroid
T I Study
ﬂ i.bet_tarptgland
n I.twt_sertotcal Protocol Name*: | Pilot, multicentric, non-comparative study of the efficacy and safe
ﬂ i.twt_ablarnerimp
ﬂ i, tet_volcen Study OID*: | - |
ﬂ i.bet_wilingress Study Name™: | —
ﬂ i.twt_heainsurance o
- @ i.oxt_signrisk MetadataVersion OID*:
ﬂ i.txt_chanconcom FraratavErson ' | MDV.0.1
ﬂ i. tet_unlikebenefit MetadataVersion Mame™: | MOV.0. 1
n tct_undernourish MetadataVersion Description: | MDV.0. 1
ﬂ i.twt_majlabanormalities
ﬂ i.twt_hohemorrisk
ﬂ i, txt_hleedabnormal
n i.tt_permanentanticoagulan Languages




File Edit View 5earch Tools Documents Help

lom 8 & G ela D BIQ S

R Z ~ ofisomL x|
eS u !:xml version="1.8" encoding="IS0-8859-1" ?> -
amn
3 Clinical Data Interchange Standards Consortium (CDISC)
4 Operational Data Model (0DM) for clinical data interchange
5
6 You can learn more about CDISC standards efforts at
7 http://www.cdisc.org/standards/index. html h
g8 ->
9
18 <0DM xmlns="http://www.cdisc.org/ns/odm/v1.3"
11 xmlns:ds="http://www.w3.0rg/2000/09/xmldsig#"
12 xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instance"
13
14 xsi:schemaLocation="http://www.cdisc.org/ns/odm/v1l.3 ODM1-3-0.xsd"
15
16 0DMVersion="1.3"
17 FileOID="000-00-0000"
18 FileType="Transactional"
19 Description="Sample ItemData Extension"
20
21 AsOfDateTime="2805-83-31T00:00:80"
22 CreationDateTime="2005-04-04T07:57:00" >
23
24 <Study 0ID="Study0ID"=>
25
26 <l--
27 Globalvariables is a REQUIRED section in ODM markup
28 -->
29 <Globalvariables=
30 <StudyName>RawValue</StudyName>
31 <StudyDescription>This file contains test data</StudyDescription>
32 <ProtocolName>CDISC-Protocol-08-006</ProtocolName>
33 </Globalvariables>
34
35 <BasicDefinitions />
36
37 <l--
38 Internal ODM markup required metadata
39 Illustrates use of Condition0ID attribute on references
40 -->
41 <MetaDataVersion 0ID="v1.3.0" Name="Version 1.3.8">
42 <Protocol>
43 <StudyEventRef StudyEvent0ID="StudyEventO0ID" OrderNumber="1" Mandatory="Yes" CollectionExceptionCondition0ID="Cond.B801" /=
44 </Protocol=>
45
46 <StudyEventDef 0ID="StudyEventOID" Mame="Study Event Definition" Repeating="Yes" Type="Common"=
47 <Description>
48 <TranslatedText xml:lang="en"=English: The simple English textual description</TranslatedText>
49 <TranslatedText xml:lang="fr"=Francais: La description textuelle frangaise simple</TranslatedText=
50 <TranslatedText xml:lang="es"=Espafol: La descripcidn textual espafiola simple</TranslatedText>
51 <TranslatedText xml:lang="de"=Deutscher: Die einfache deutsche Textbeschreibung</TranslatedText>
52 </Description= "
R >

XML~ | TabWidth: 8~ Ln53,Col2 IN5




TEST INSTAMNCE
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Exemple d'un export ODM
R g e

<{SiteRef LocatienDID=""Center.082"/>
{StudyEventPata StudyEventOID="Event.SCREENING">
{FormData Form@ID="Form.DEMOG">
<ItemGroupData ItemGroupDID=""1G.SCREENING_DATE'">
{ltemData ItemBID="Iten.DATE_U" Ualue="2005-87-28"/>
</I1temGroupData>
{ItemGroupData ItemGroupOID=""1G.0RIG_COLOR"™>
{ItemData ItemBID="1tem.ORIG_COLOR" Value="f-red"/>
</1temGroupData>
<ItemGroupData ItemGroupOID="I1G.BASE">
{ItemData Item@ID="1tem.PROBNR" Ualue="HFSHSO00366"/>
{ItemData ItemDID="1tem.SEX" Ualue="F"/>
{ItemData Item@ID="1tem.BIRTHDTC" Valuwe="1982-02-18"/>
{ItemData ItemBID="I1tem.SCRNR" Value="SCR1-A1-rot"/>
{ItemData ItemBID="I1tem.INCLUSION_1" WValue="Y"/>
{ItemData ItemBID="Item.DATE_IC" Value="2005-07-28"/>
{ItemData ItemBID="I1tem.QUESTCOMPL'" Value="Y"/>
{ItemData ItemdID="1tem.QUESTOK" Value="Y"/>
{ItemData Item@ID=""Item.BLSAMPLE" Ualue="Y"/>
{ItemData Item@ID=""1tem.BLTIME"™ Value=""07 :hk:00"/>
</1temGroupData>
</FormbData>
{FormData Form@ID=""Form.oGTT'">
{ItemGroupData ItemGroupOID="I1G.t0">
{ItemData ItemDID="I1tem.COLOR" Valuwe="A-red"/>
{IltemData ItemBID=""1temn.TARGETTIME'" Value="'09:08:00"/>
<ItemData ItemBID="I1tem.ACTUALTIME" Ualue="09:00:00"/>
{ItemData Item@ID="I1tem.BGcompact” UValue="73">
<{MeasurementUnitRef HeasurementUnit0ID="MeasurementUnit.mgpdl®'/>
{/1temData>
{ItemData Item@ID="Iten.CAPA" Value="Y'"/>
{ItemData ItemdID="1tem.CAPB" UValue=""Y''/>
{ItemData ItemBID="I1tem.BGLABa" Value="'68.6">
{MeasurementUnitRef MeasurementUnitDID="MeasurementUnit.mgpdl*'/>
{/I1temData>
{ItemData Item@ID="I1tem.BGLABDL" Valuwe="76.1"">
{MeasurementUnitRef HeasurementUnitDID="MeasurementUnit.mgpdl™/>
{/ItemData>
{ItemData Item@ID="[tem.BGLABav" Ualue="72.35">
{MeasurementUnitRef MeasurementUnit@ID="MeasurementUnit.mgpdl™/>
</I1tembData>
</1temGroupbata>
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Exemple: ODM — SDTM mapping

{tbt:Select ComtextPath=""/SubjectData’>

@ cDpiscC

{tbht:Write
£tbtaWrite
{tbt:Write

TargetItemdID="STUDY D" vaive="{ NG/
TargetItemdID=""DOMAIMN" Ualue="DM"/>
TargetItemdID="USUBJID">

<xc:Function Functiom="'concat'>

{xc:Ualue DataType-"text" /xc:Valued>
{xc:ElementPath>@Subjectiey</xc:ElementPath>
<{/=c:Function>

</thtiWrite>

<{tbt:Write TargetItemDdID="SUBJID" Path="GESubjectiey" />

{tbt:Write TargetItemdID="RFSIDTC" Path="StudyEventData[@01D="Event.Day1’']//ItemData[@0OID="1ten.DATE_U"]"/>

<tbt:Write TargetILesmdID=""RFENDTL" Path="StudyEventData[R@0ID="Event .Day5" |//1temData[@OID="1Len.DATE_ V" ]"/>

<tbt:Write TargetItemDID=""SITEID" Ualue="SiteRef/@LocationdID"/>

<lbL:Write TargeLIlemDID=""INVID™ Udlue="DEU-0001"/>

<tht:Write TargetTtemdip="TNUNAN" varve="{NG

<CDT:Write TargerItemdID="BRIHKDIC™ Fath="//1tembata[@0ID="1Cem.BIRTHDTIC" |7/2

<tht:Write TargetTtesdID="ARE">

<xc:Calculation Operator="Floor™>

<{xc:Function Fumction="yearsDiff">
<wciElementPatn>StudyEventData[@0ID="Event .SCREENINC" ]//ItemData[E0ID="1ten.DATE_U"]</uc:ElementPath>
<xciElementPath>StudyEventData[@OID="Event .SCREENING" ]//1temData[E0ID="1ten.BIRTHDTC" J</xc :ElenentPath>

{/xc:Function>
£/nc:Calculation>
{ftbt Write>
{tbt:Write TargetItemDID="AGEL" Ualue="YEARS"/>
<tbt:Write TargetItemdID=-""SCX" Path="StudyCventData[@0ID~'Cvent.SCRECHIMNG' ]/FTormdata[E0ID="Forn.DEMOG’ ]//Itembata[@DID="1ten.S
<{tbht:Write TargetItemDID="RACE" Ualue="Caucasian“/>
<tbt:Write TargebLILemDID=""COUNTRY" Ualue="DEU" />
<{tbt:Write TargetItemdID="DMDIC" Path="StudyEventData[@01ID="Event .SCREEHING ' ]//ItemData[@0ID="1tem.DATE V" ]"/>
{tbt:Write TargetItemdID=""DMDY" >
<xc:italculation Operator="floor">
<xc:Choose>
{xc:tWhen>

<xCciTest Comparateors="GE">

<weczElementPath>StudyfventData[@NID="Event _SCREENING' ] /FormData[BOID="Form DEMOG" ]//TtemData[@0OID="Tten DATE_U'J</xr:ElementPat
<xc:ElementPath>StudyEventData[@0ID="Event .Day1’ ]/FormData[@0ID="Form.MEASURES' ]//ItemData[@OID="1tem.DATE_U" ]</xc:ElenentPath>

{/Rc:Test>
<xrc:Calculation Operator="sum'>
{xc:Value Datalype="integer'>1<{/xc:Value>
<{xciFunction Functiom="daysDiff">
{uciElementPath>StudyEventPata[@0ID="Event .SCREENING® J/FormData[E0ID="Form.DEMOC']//ItemData[E0

{xc:iElementPath>StudyEventData[@0ID="Event.Pay1' ]/FormData[@OID="Form.MEASURES' ]//ItembPata[@DI D|

{/¥c:Function>
</xc:Calculation>
{/sc:When> !
Lwr=Athoruico’



Screenshot of the SDTM Demographics table

W GAS - [VIEWTABLE: Cdisc.Dm] [_ (O]
E File Edit Yiew Tools Data Solutions window Help ===l
| Flpemani=o o x 2305 EBEAE® |
Explorer B Iaubi?ct St =
TS . entifier . . b
pontenis of Lo _____ Study identier | ,omn Urique Subjsct dentifer forthg | °vblect Peference Star SubleoteferenceEnd | *Guc” |y Time of it
Study |dertifier
rn 1 o U DM 201m m 2007-05-15 20070517 2m 1978-07-04
2 ' ' [} o20$A102 102 2007-05-14 2007-05-16 2m 1981-05-11
N 3 ' ' [} o20€1-105 105 2007-05-14 2007-05-16 2m 1977-01-08
4 ' ' [} o20!A107 107 2007-05-23 2007-05-24 2m 197531012
=4 &5 ' ' [} o 201109 103 2007-05-25 2007-05-26 2m 1981-04-20
bs E ' ' [} 201118 118 2007-05-30 2007-06-01 2m 1971-03-09
7 ' ' Dt o201 121 2007-06-05 2007-06-07 2m 1985-05-30
g 8 ' ' Dt oo20mA1z2a 128 2007-05-31 2007-06-02 2m 1963-04-26
- 9 ' ' Dt o 201130 130 2007-05-30 2007-05-31 2m 1975-03-10
Ex 10 ’ ' Dt o201 13 2007-06-07 2007-06-09 2m 1976-07-28
11 ' ' Dt 20135 135 2007-06-07 2007-06-09 2m 1985-0213
pr=rere 12 ' ' Dt o237 137 2007-06-06 2007-06-08 2m 19753-08-16
ﬁ 13 ' ' Dt ©201-140 140 2007-06-11 2007-06-13 2m 1976-12-04
- b 14 ' ' [al} o201 141 2007-06-12 2007-06-14 2m 1971-10-06
15 ' ' [al} o242 142 2007-06-18 2007-06-20 2m 1973-02-25 —
16 ' ' [al} 20144 144 2007-06-12 2007-06-14 2m 1963-07-19
17 . ' DM ©o201-145 145 20070614 2007-06-15 20 1978-07-02
E==g 18 . ' DM ) B 151 2007-06-22 2007-06-23 20 1980-09-27
il 19 . ' DM o 201182 152 20070614 2007-06-16 20 19720314
20 . ' DM © 201158 186 2007-06-20 2007-06-21 20 1980-11-08
o 21 . ' DM © 201153 169 2007-06-21 2007-06-22 20 1984-01-18
ﬁ 22 . ' DM © 201180 160 2007-06-21 2007-06-22 20 1984-08-08
s 23 . ' DM o 201183 163 2007-06-27 20 1976-05-26
24 . ' DM © 201188 165 2007-06-27 20 1971-08-20
__ 5 . ' DM o+ 201-188 168 2007-07-06 2007-07-07 20 1970-03-11
2 . ' DM ©o2mAar 170 20070626 2007-06-28 20 1968-10-01
—=4 7 . ' DM ) B ] 173 20070628 2007-06-23 20 1975-10-28
su 28 . ' DM o 2m178 175 2007-07-06 2007-07-07 20 1976-11-28
23 . ' DM ooamAarz 177 20070702 2007-07-04 )| 1978-08-07
E=eg a0 . ' DM ) B 180 20070702 2007-07-04 )| 19840512
§ 31 . ' DM S\ B 182 20070710 2007-07-11 )| 1977-07-15
Vs a2 . ' DM ©o2m-18s 185 20070713 2007-07-14 )| 1983-07-17 -
J | o
& Results [@,] Explarer r Y o cm— - — b e e — !— - —— ||E YIEWTABLE: Cdisc.Dm |
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Strength through collaboration.

Mercl...
Questions - Reponses

Contact:
Nicolas de Saint Jorre
Tél. 01.45.44.14.25
E-mail: n.desaintjorre@quanticsoft.com



