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CDISC © DIsC

* Clinical Data Interchange Standards Consortium

* Internationales, herstellerunabhangiges, nicht
gewinnorientiertes Standardisierungsgremium

e Ziel: Entwicklung von Standards fur Erfassung,
Austausch, Archivierung, und Einreichung von
Daten aus Klinischen Studien

* Gegrindet 1997 in den U.S.A.
* Mitglieder (aktuell 275):

— Alle grolRen Pharmafirmen, CROs, Softwarefirmen
(Microsoft, Oracle, HP, ...), akad. Einrichtungen (NCI,
Oxford Uni.)
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ODM

* Operational Data Model

— XML-Standard

— Austausch und Archivierung von medizinischen
Studien

* Abbildung von Studienstrukturdaten
— an Papier-Studien angelegte Hirarchie

Mit dieser Struktur verkniipfte Patientendaten
Nutzung von Auszeichnungsstandards
AuditTrail

Transactions

— Version 1.3.1
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* Ontologie: Aufbau einer klinischen Studie

Christian Bauer: CDISC ODM TMF forum Metadata Workshop 29.05.2012 / Folie 8



J GEORG-AUGUST-UNIVERSITAT UNIVERSITATSMEDIZIN =
WA GOTTINGEN O D IVI O t I o GOTTINGEN : UM

Study

MetaDataVersion

Protocol

StudyEvent

Form

ltemGroup

ltem

Codelist

\ 84 Codelistltem
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Study

Study

- Ausfihrliche Studienbeschreibung (Text)
- Studienname
- Defintion von Messgrofien
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MetaDataVersion

MetaDataVersion

oo

- Defintion einer Studienversion (inkrementell)
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Protocol/StudyEvent

Protocol

StudyEvent

\

- Protocol definiert StudyEvents der Study
- StudyEvent entspricht einer Visite
- geplannt/ungeplannt
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ODM-Ontologie

Form/IltemGroup

Form

ltemGroup

Coe———

Entsprechen einem Formular/Gruppe von

ltems
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ltem

- ltem ist ein aufgenommener Wert
- Frage
- Text
- in verschiedenen Sprachen
- Verweis auf externe Quelle
- Maleinheit
- Datentyp
- RangeChecks
- Codelist-Verweis

UMG

ltem
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ltem

UMG

- 21 Datentypen:
String
Integer, Float
Boolean
Date, Time, ...
- _Ldngenangaben

\/_

ltem
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ltem

- Definition von Auswahllisten

Codelist

Codelistltem
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<Pxml version="1.0" encoding="utf-§"?=
H=0DM CreationDateTime="2000-01-01T00:00:00.000+00:00" FileDID="c:Mtest.xml" FileType="Transactional" xmlns="http://www.cdisc.org/ns/odmi1.3" xm
http-{fwww_cdisc_org/ns/odmiv1_3
file:(IC/12B2ImportProject/Studien/BF 0110301 %200rginal % 20exports%20from%205ecuTrial/Studiendaten/p_export XML _KFO4 20110301-102040.
=Study OID="StudylD"=
<GlobalVariables=
<BasicDefinitions=
<MetaDataVersion Name="MetaDataVersionMame" OlID="MetaDataVersionlD">
<Include MetaDataVersionOID="MetaDataVersionincludelD" StudyOID="StudylD"/=>
i <Protocol=
= <Description=
. <TranslatedText>=ProtocolTranslatedText</TranslatedText=
r </Description=
=StudyBEventRef Mandatory="Yes" StudyEventOID="StudyEventID"/>
=StudyEventRef Mandatory="No" StudyEventOID="StudyEventID2"/>
<StudyEventRef Mandatory="No" StudyEventOID="StudyEvent|D3"/=
r </Protacol=
g =StudyBEventDef Name="StudyEventDeflame” OID="StudyEventlD" Repeating="Yes" Type="Scheduled"=
= <Description=
. <TranslatedText>StudyEventDefTranslatedText</TranslatedText>
B <{Description=
<FormRef FormOID="FormID" Mandatory="Yes">
<FormRef FormOID="FormID2" Mandatory="Yes"/=
N =/StudyEventDef-
<StudyEventDef Name="5tudyEventDeflame2” OID="StudyEventlD2" Repeating="Yes" Type="Scheduled"=
=StudyEventDef Name="5StudyEventDeflame3"” OID="StudyEventlD3" Repeating="Yes" Type="5cheduled">
= <FormDef Mame="FormDefame" OID="FormlD" Repeating="Yes"=
= . <Description=
. | <TranslatedText=FormDefTranslatedText</Trans|atedText=
<{Description=
<ltemGroupRef ltemGroupOID="ltemGrouplD" Mandatory="Yes"/=
<ArchiveLayout OID="ID" PdfFileMame="test. pdf'/=

- <{FormDef=
l'::‘l .-"|:nrmr'|n+- r\|ﬂmn—"|:nrmr'lnm|ﬂmn'j" ﬁ|n—"|:nrm|n'j" Dﬁﬁﬁﬂ"‘il'\ﬂ_llvﬁﬁll"‘-\.

B

ST
LR
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ODM
Dateiaufbau

<ODM>
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Dateiaufbau

<ODM>

<Study>

<ClinicalData>

<AdminData>

<ReferenceData>
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Dateiaufbau

<ODM>

Metainformationen

<Study>

Definition der Studienstruktur und Metadaten

|

<ClinicalData>

Patientendaten

|

<AdminData>

Definition von Studienpersonal, Organisationen,
Orte und digitalen Signaturen

<Reference

Wiederverwertbe Definition von
Melwertgrolien,

BN

Christian Bauer: CDISC ODM TMF forum Metadata Workshop 29.05.2012 / Folie 21



T J GEORG-AUGUST-UNIVERSITAT UNIVERSITATSMEDIZIN =
\ GOTTINGEN O D M GOTTINGEN =

Dateiaufbau

<ODM> I

Metainformationen
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Dateiaufbau

<ODM>, I

Metainformationen

- Meta-Beschreibung der Datei-Daten
- ODM Version

- FilelD

- Zeitstempel

- Quelle (System und Version)

- Archival (FDA conform)

- Dateiserie
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Dateiaufbau

<ODM>

<Study>

B

Definition der Studienstruktur und Metadaten

Christian Bauer: CDISC ODM

TMF forum Metadata Workshop 29.05.2012 / Folie 24



@J EE?V;FIJQLEJSUST-UN'VERS'TAT UNIVERSITATSMEDIZIN = UMq
ODM Ontologie in XML “"

Aufbau

<ODM>

<Study>

Christian Bauer: CDISC ODM TMF forum Metadata Workshop 29.05.2012 / Folie 25



Gl eoneawcusrnersna .
& ODM Ontologie in XML

UNIVERSITATSMEDIZIN = U Mq

Aufbau

<ODM>

<Study>

<MetaDataVersion>
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<ODM>

<Study>

<MetaDataVersion>

<Protocol>

<StudyEvent>

<Form>

<ltemGroup>

<ltem>

<Codeliste>

Christian Bauer: CDISC ODM TMF forum Metadata Workshop 29.05.2012 / Folie 27



@J gé?i?{\;égSUST'UN'VERS'TAT UNIVERSITATSMEDIZIN = UMq
ODM Ontologie in XML “"

IDs

<ODM>

<Study OID=,, Study1“>
<MetaDataVersion OID=, MDV1“>

<Protocol>

<StudyEvent OID=,StudyEvent1“>

<Form OID=, Form1“>

<ltemGroup OID=,ItemGroup1“>

<|ltem OID=,,Item1“>

<CodelListe OID=, CodeList1“>
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Verweise

<ODM>

<Study OID=,,Study123“>
<MetaDataVersion OID=, MTV1“>

<Protocol>

<StudyEventDef OID=, StudyEvent“>

<FormRef FormOID=,Form1“>

<FormRef FormOID=,Form2“>

<FormRef FormOID=, Form3“>

<FormDef OID=,Form1“>
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Zusatzliche Attribute

<ODM>

<Study OID=,,Study123“>

<MetaDataVersion OID=, MTV1“>

<Protocol>

<StudyEvent OID=,, StudyEvent“>

<FormRef FormOID=, Form1“ (bderNumber=,,1”

Mandatory=,YES“>

<FormRef FormOID=,,For

a9 LN

- RefElemente enthalten Attribute

<Form OID=,,Form1“>

- OderNumber
- Manadatory

Christian Bauer: CDISC ODM
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Zusatzliche Attribute

<ODM>
<Study>
<MetaDataVersion>
<Protocol>
<StudyEvent>
<Form> - Elemente enthalten Attribute
- Name
<ltemGroup> - Beschreibung
I - Text
Sl - Verschiedenen Sprachen
<Codeliste>
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<ODM>

<Study>

<MetaDataVersion>

<Protocol>

<StudyEvent>

<Form> <|

- RefElemente enthalten Attribut
- Repeating

<ltemGroup>

<ltem>

<Codeliste>
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<ODM>

<ClinicalData> :
ﬁ\l Patientendaten
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Aufbau

<ODM>

<ClinicalData >

Christian Bauer: CDISC ODM TMF forum Metadata Workshop 29.05.2012 / Folie 34



C‘ gé(_)rilGNégGUST UNIVERSITAT UNIVERSITATSMIEND(IJZEI: U M
(o ODM Patientendaten in XML G

Aufbau

<ODM>

<ClinicalData >

<SubjectData>
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<ODM>

<ClinicalData >

<SubjectData SubjektKey=, patient1“>
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<ODM>

<ClinicalData >

<SubjectData>

<StudyEventData>
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Aufbau

<ODM>

<ClinicalData >

<SubjectData>

<StudyEventData>

<FormData>
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Aufbau

<ODM>

<ClinicalData >

<SubjectData>

<StudyEventData>

<FormData>

<ltemGroupData>
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Aufbau

<ODM>

<ClinicalData >

<SubjectData>

<StudyEventData>

<FormData>

<ltemGroupData>

<ltemDataString>

<ltemData[Type]>
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Aufbau

<ODM>

<|ltemDataString>
<ltemDataFloat>
<ItemDataDate>
<SubjectData> <ltemDataBoolean>
<ItemDataURI>

<ClinicalData >

<StudyEventData>
<FormData> ﬁ s

<ltemGroupData> / /
<ItemDataString>r//

<ltemData[Type]>
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IDs

<ODM>

<ClinicalData StudyOID=,,Study1“ MetaDataVersionOID=,MDV1“>
<SubjectData SubjektKey=,patient1“>

<StudyEventData StudyEventOID=,StudyEvent1“>

<FormData FormOID=, Form1“>

<ltemGroupData ltemGroupOID=, ItemGroupl“>

<ltemDataString IltemOID=, Item1“>

<ltemDataFloat ItemOID=, Item2“>
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Werte

<ODM>

<ClinicalData StudyOID=,,Study1“ MetaDataVersionOID=,MDV1“>

<SubjectData SubjektKey=, patient1“>

<StudyEventData StudyEventOID=,,StudyEvent1“>

<FormData FormOID=, Form1“>

<ltemGroupData ItemGroudOID=, ItemGroupl1“>
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Werte

<ODM>

<ClinicalData StudyOl D=,,Stludv1” MetaDataVersionl|D=, MDV1“>

<SubjectData Subjekt' ODM 1.2:
<ItemData ItemOID=, Item1

<StudyEventData ¢ value=, Beispiel Fakt“>
<FormData Formmo=,,

<ltemGroupData It;/

<ltemDataSt
Beispiel Fakt
</ltem DataString>

ID=,,ItemGroupl1“>

g ItemID=,,Iltem1“>
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<ODM>

<AdminData>

Definition von Studienpersonal, Organisationen,
Orte und digitalen Signaturen
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<ODM>

<AdminData
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Aufbau

<ODM>
<AdminData
<User >
<Location>
<Signature>
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Aufbau

<ODM>

<AdminData

<User >

<FullName>

<Location>

<Adress>

<Location>

<Signature>
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Einsatz

<ODM>

<ClinicalData StudyOID=,,Study1“ MetaDataVersionOID=,MDV1“>

<SubjectData SubjektKey=, patient1“>

<StudyEventData StudyEventOID=,,StudyEvent1“>

<FormData FormOID=, Form1“>

<ltemGroupData ItemGroudOID=, ItemGroupl1“>
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Aufbau

<ltemDataString>

CDDATA
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<ltemDataString>

<AuditRecord>

<Signatur>

<Annotation @SegNumber>

CDDATA
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<ltemDataString>

<AuditRecord>

<UserRef>

<LocationRef>

<DateTimeStamp>

<Reason>

<Signatur>

<Annotation @SegNumber>

CDDATA
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— CDISC

— ODM

o Struktur
* Semantik / STDM

* Transactions
— Einsatz von ODM
— Vor- und Nachteile von ODM
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ODM Semantik

<ODM>

<Study>
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<ODM>

<Study OID=,, Study1“>

<MetaDataVersion OID=, MDV1“>

Nur interne IDs.

<Protocol> /

<StudyEvent OID=,StudyEvent1“>

<Form OID=, Form1“>

<ltemGroup OID=,ItemGroup1“>

<|ltem OID=,,Item1“>

<CodelListe OID=, CodeList1“>
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ODM Semantik

<ODM>

<ClinicalData>
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<ODM>

Nur interne IDs.

<ClinicalData StudyOID=,,Study1” MetaDataVersionOIL
<SubjectData SubjektKey=,,patient1”%

<StudyEventData StudyEventOID=,StudyEvent1“>

<FormData FormOID=, Form1“>

<ltemGroupData IltemGroupOID=, ItemGroupl1“>

<ltemDataString IltemOQOID=,,Iltem1“>

<ltemDataFloat ItemOID=, Item2“>
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 alle IDs, die fir die Identifizierung von ODM-
Elementen benutzen werden, sind interne IDs

* [temdaten werden durch SDTM Bedeutung
gegeben
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SDTM

Study Data Tabulation Model

Umfangreicher CDISC-Standard (300p)
Definition von Aspekten medizinischer Studien
wird von der FDA flr Studien verlangt
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SDTM
e Study Data Tabulation Model

Umchhne Standard:

° l 3
Defir e KKS 2 KN A KN B =N

° erd Geschl Geschlecht Sex Gender

0,1,9 1,2, . M,W,? Male, Female

SDTM:

Pfizer, Bayer | FDA KKS1..N KNA. Z

Sex Sex Sex Sex

FM,U,UN FM,U,UN FM,U,UN FM,U,UN
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SDTM

Study Data Tabulation Model

Umfangreicher CDISC-Standard (300p)
Definition von Aspekten medizinischer Studien
wird von der FDA flr Studien verlangt
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Einsatz

<ODM>

<Study OID=,,Study123“>
<MetaDataVersion OID=, MTV1“>

<Protocol>

<ltemGroupDef OID=,,ItemGroup1“>

<ltemDef OID=, ItemGroup1“
SDSVarName=,STUDYID“>

<ltemDef OID=, ItemGroup1”
SDSVarName=,SUBJID“>

<ltemDef OID=, ItemGroup1“
SDSVarNames=,VISITDY“>
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— CDISC

— ODM
e Struktur
* Semantik / STDM
* Transactions

— Einsatz von ODM
— Vor- und Nachteile von ODM
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ODM Transactions

<ODM> |
\ FileType: Snapshot / Transactional

<Study>

<AdminData>

<ClinicalData>

<ReferenceData>
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<ODM>

<ClinicalData StudyOID=,,Study1“ MetaDataVersionOID=,MDV1“>

<SubjectData SubjektKey=,patient1” TransactionType=, Update“>

<StudyEventData StudyEventOID=,StudyEvi

<FormData FormOID=, Form1“>

<ltemGroupData ItemGroupOID=, Item

<|tel

<Ite1

Context

\(>

.

N

L]

TransactionType: Insert / Update / Remove /

I L]

Christian Bauer: CDISC ODM
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— CDISC

— ODM
e Struktur
* Semantik / STDM

* Transactions
— Einsatz von ODM
— Vor- und Nachteile von ODM
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Healthcare Standards Legend

Electronic © ODM XML (transport)
sl Health Record @ SDTM & ADaM (content)
Reference Information

C I inica I Resea rCh Protocol information (content)
Patient Info Standards @ Source Data (other than
SDTM/eCRF data)
Clinical (CDISC)

Study Data

Model (RIM)

HL7 or

_ HL7or
ODM (XML)

" ODM (XML)

ODM

~ ODM Definexml
Protocol Patient Info LAB Data

Integrated
Representation

Study Reports
CDASH - eCRF

Study Design Study Data Study & Study &
Analysis Plan (defined by SDTM) Analysis Data Analysis Data
Study Protocol (e)Source Operational & Reports or Regulatory
Document Analysis Database Submissions

Quelle: http://www.cdisc.org/about/about brochure.html
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4.5)[;

Healthcare Standards legend
Electronic © ODM XML (transport)

Hefa ith LeVEIZ LD Health Record @ SDTM & ADaM (content)

Reference Information o o

Model (RIM) Cllnlcal ResearCh Protocol information (content)

Patient Info Standa rds @ Source Data (other than
SDTM/eCRF data)
Clinical (CDI SC)

Study Data
HL7 or

ODM (XML)

HL7 or
ODM (XML)

ODM

ODM Definexml
Protocol LAB Data

Integrated
Representation

Study Reports
CDASH - eCRF

; " Study Data w— Study & — Study &
Analysis Plan (defined by SDTM) Analysis Data < Analysis Data
Study Protocol (e)Source Operational & Reports or Regulatory
Document Analysis Database Submissions

Quelle: http://www.cdisc.org/about/about brochure.html
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Gottingen
* Exportin ODM aus SecuTrial
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C Patient
{ lasStandardGroup: ........... Standard - vertikal }
1. Gebutsdatum des Patienten Kommentar
Geburtsdatum Query
LK |t
pat_birth {Date DD-MM-Y"""Y}
10. Eingabe notwendig (nur als Bestatigung) "™
{ lasStandardGroup: ........... Standard - vertikal }
2. Geschlecht des Patienten Kommentar
Geschlecht Query
@ mannlich (1 - 16522} @) weiblich (2 - 16702)*
pat_gen {Horizontal-Radiobutton}
10. Eingabe notwendig (nur als Bestdtigung) ™"
{ lASStandardGroup: ... Standard - vertikal }
3. Gewicht Kommentar
Gewicht Query
pat_gew {Number 3 0}
{ laSStandardGroup: ... Standard - vertikal }
4, GroBe Kommentar
Groke Query
pat_groesse {Mumber 1,2}
{ 1aSStandardGroup: ........... Standard - vertikal }
26. Tumormarker Kommentar
Tumormarker Query
1. ceA [ J-[Jrom
diag_cea {Number 3,1}
CEA nicht verfiigbar
diag_ceana {CheckBox}
26.2. CA199 |:| . I:l Uiml
diag_ca {Mumber 3 1}
CA199 nicht verfilgbar
diag_cana {CheckBox}
26.3. Ort der Messung @ keine Angabe ) im Haus (1 - 16613} ) auswérts (2 - 16521) (0 nfa (-1 - 16543)
diag_measure {Horizontal-Radiobutten, mit Reset-Option}
26.4. Tumormarkerlevel erhoht {(im Haus)? i@ keine Angabe @) ja (1 - 16704} ) nein (2 - 16640) ) nfa (-1 - 16643}
diag_increasedin {Horizontal-Radiobutton, mit Reset-Option}
26.5. Tumormarkerlevel erhoht (auswarts)? i@ keine Angabe @) ja (1 - 16704} ) nein (2 - 16840) @) nfa (-1 - 16843} slie 70

diag_increasedout {Horizontal-Radiobutton, mit Reset-Option}
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<7amlverskon="1.0" encoding="UTF-5"7

ODM-Einsatz

ottingen

UNIVERSITATSMEDIZIN -
GOTTINGEN =

UMG

<000 mins="NRp . calSc ongUnEiodmv 3" amins cs="TRps . W3.0ng 2000 s cmildskgE T amins-esi="IRps M. w3ongy 2001 MMILSchema-instance” amins i2s="NRpew_ secuTrial da/cdiscodman 3 nel schemal ocation=

Ry secuTrial savcdisciodmn 3 as xsd”

Cescription="Paliens [Alle Patierten; Uiser Data{ja); AudiTralljnel); Queries and Commerts(j3); AddRional PID(E); Hidden Flels(ja); Eslgrature(nain); Valkiiynel):"

FlieType="Samsnat

() Sl D="sacuTrial /S TORMFOMFOG/ET_20120313-151337"
CremonTateTIme="2012-05-13T15:19:37 256+01:00"
OObversion="1 3"

Cmiginghor="K"
SounceSyEEm="geouTrial"

SourceSystemiversion="41 213" =
<Study QID="STUDYID =

<SudiName=-5P5<"SadName=
=ESudyDescription's
<ProfscoiNEme=-KFO6-<Proocltames
=\Glotalvarizbles=-

<Protosl=-
<3hudyEventDer CI0
i <FomnFe! FormOiTe=" F VR Liandaton="Yeg "=

=l— —

=/ZudyEweniDet-
<FomiRed FomnCiD=" F_viMI" Mancahon="Yes"/=
=/SauEwrtDet-
i <FomnFe! FormOiTe=" F VR Liandaton="Yeg "=

<=/ShudEweniDe:

=l— —

Christian Bauer: CDISC ODM

| EoEentRer SeEIentDiD="VIST 133" Croeriumioer="1" Mantziory="Yes =
| <SmoENentRer SCEEnOIT=VIST 2327 OroervUmEer="2" Mantzorn="Yes =

| cEndEventRer SunyEvertCID="VISIT 2401" Crertumber="3" Manczhory="fes -

= VIS 133" Namem W lEE St Ranzir-Gens (T5 50)" Sepesing="Na" Type="Scnetuled” Categon="">

| <FOmie! FomOi D" IS IIg” Crser Ui ="1" MEnEEty =N e

=StuyEveriDer OID="VISIT 2527 Name="Diagnosik &amy; Therapke (TP 5a)" Repeating="Ko" Type="Scheduled" Categqory=""=
| <FOmiRef Fom0iDe"F mrpidiEspsaat Croeruminer="1" hiznziory="Na"

<S8 EVEriDe CIT="VISIT 2401" Name="Nachsorge (TR 52" Sepesting="Yes" Type="Scheduled” Calzgory="">

| <Fome! Fomoi D" mrpSs I CTOErLmEEr="1" MEngEon =N

EOIIDE O D= VI NEme=AlIgETERS VISien MDMEneT SEsestng= NG

<RemEnoupRef lemEnoupCiD="FG SUBAD" Manczion="Na""=

I e inre e ol o e e ATV & orrt i e e
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Gottingen

File Window Help
@ Navigate Terms 52 @@ Find Terms| 4@ Edit Terms| @ | % ) = 0@ QueyTool 2 @@ =0
5 Ontology-Master-Node -
& ko = |QuEry Name: 5-FU +-10@08:05:24 | @ Analysis Types
Patient set
{5 Biomaterial Group 1 J=] | Group 2 Jx] [ Group 3 = SlEncounter set
{57 Studiendaten Dates || Ocours > 0x || Exclude | [Dates|[ Occurs = 0x | Excude | [Dates || Oceurs = 0x || Exclude = [iumber of patients
5] Diagnostik & Therapie (TP 52) Treat Independently Treat Independently Treat Independently [|Gender patient breakdown
[51 Nachsorge (TP 5a) 5] 57U + Oxalipatn o [ vital Status patient breakdor
{5 Nachsorge 1| |51 5+ru + Oxalipiatin + Cetuximab 1 | 5] 11 [JRace patient breakdown
{51 Datum der Nachsorge F 12 Age patient breakdown
{& Datum der Nachsorge B3 [¥[Timeline
5 Datumsabfrage (Datum der Nachsorge) £ 14
15
{51 Femmetastasen I3 e
[l Kommentar Follow Up Errr . - .
[& Lokalrezidiv
E Nachserge [ Query Timing
[A Machster geplanter Follow-Up Termin Treat all groups independen)
B Tod - Selected groups oecur in thy
. = Ttems instance will be same
Additional Data 2 & =
Query: Datumsabfrage (@10:29:13 (838 patients) | < n | *
Drag terms from Navigate, Drag terms from Navigate. Drag terms from Navigate,
Select  Patient view Al Biomate... View Selected Bi... Datum der Nach... Find and Workplaca into this group Find and Workplace into this group Find and Workplace into this group
0234 All Biomaterial no biomate... 011-0 é 4 K [ 3
[] |ooz3s All Biomaterial no biomate... ||2012-02-21 ‘ [] Get Everyone ‘ [ Run Query Above ] ‘Paﬁent(s) returned:
[] |o023s All Biomaterial no biomate... | 2011-08-04 =
& Timeline View f. Analysis View f@ Biomaterial (beta) &% 8
] |s0237 All Biomaterial no biomate... |2011-02-01
QS Formalin | Tumer und Mukesa 80 C (krye) | Mukesa in Farmalin | kembahnblut | QS Tumer und Mukesa in RNAlater | Paraffinblocke | Lagerung Tumer und Mukesa RvAlater | Blut|
] |s0230 All Biomaterial no biomate... |2012-04-11 =
Barcode PID Datum der Qualitiitssicher...  Anteil Stroma Anteil Mukosa High Grade Material Anteil Adenom Anteil Tumor
] |s0231 All Biomaterial no biomate... |2012-01-25
00012683 90234 keine Angabe Mukosa
[ |a0232 All Biomaterial no biomate... 2011-03-02
00012650 90234 keine Angabe Mukosa
[] |o0233 All Biomaterial no biomate... | 2011-09-07 -
00012691 90234 2011-08-23 50 40 keine Angabe Tumor 10
Select al " View selected " View al View in externa. . " Export to CSV l
00012692 90234 2011-08-23 100 keine Angabe [Tumor
@ Previous Queries 2 @ | ) = O |ooszes 90234 2011-08-23 30 20 keine Angabe [Tumor 50
i Datumsabfrage (( [05-09-2013] [ahfadmin] ~
[05-09-2012 ] [ahfadmin]
53 [05-09-2012 ] [zhfadmir]
r68e@07:37: 21 [05-09-2012 ] [shfadmin]
[ Grafe (addition@07:37:04 [05-09-2012] [ahfadmin]
r68e@07:36: 50 [05-09-2012 ] [shfadmin] F
[ GewicBMI-BMI_b@07:36: 18 [05-09-2012] [shfadmir]
- [ Gewicht@07:35:58 [05-09-2012] [shfadmin]
MI_ber-BMI@07:35:35 [05-03-2012] [shfadmin]
{7 BMI_ber€07:35:19 [05-09-2012] [shfadmir]
MI@07:35:01 [05-03-2012] [shfadmin]
[ BMI-Gewic-BMI_b@06:56:50 [05-09-2012] [shfadmir]
- [ BMI-Gewic-BMI@08:55:41 [05-09-2012 ] [ahfadmin] - m | -
[ BMI-Gewicht@06:54: 52 [05-09-2012] [ahfadmin]
_;[ﬁ BMI@06:54:20 [05-09-2012 ] [ahfadmin] - Export to C5Y
— =] E— = — T ol 1 f—
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ODM-Einsatz
Gottingen

* Exportin ODM aus SecuTrial
* Importini2b2 per ODM

— z.Z. durch eigenes Tool

— Integrated Data Repository Toolkit (IDRT)
 TMF-Projekt
 Ziel: Toolkit zur ...

— Installation von i2b2
— ODM/CSV-Import fir Patientendaten
— Mapping auf Standardterminologien
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Nachteile von ODM

e GrolRe Dateien
e Overhead

e Struktur der Ausgangsdaten muss ggf.
angepasst werden
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VVorteile von ODM  “™"*

* menschenlesbar

* bildet Studien umfassend ab
— MetaDaten
— PatientenDaten
— AuditTrail
— Versionsgeschichte

* nutzt Standard SDTM

* verstandlich ohne Sourcesystem zu kennen

* dadurch: hohe Wiederverwertbarkeit

e zum Austausch von Studiendaten und zur Archivierung nutzbar
 Dank XPath, XSLT einfach zu durchsuchen und umzuwandeln
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<Zxml version="1.0" encoding="utf-8" 7>
[Z1=0DM CreationDateTime="2000-01-01T00:00:00.000+00:00" FileDID="c:\test.xml" FileType="Transactional” xmins="http:/iwww.cdisc_org/ns/odmi1.3" xmins:xsi="http/www.w3.org/2001/XMLSchema-instance” xsi:schemaloc
httpz/fwww.cdisc.org/ns/odmiv1.3
file:///C:N12B2ImportProject/Studien/KFO/110301%200riginal %20exports % 20from%20SecuTrial/Studiendaten/p_export_XML_KFO4_20110301-102040/0DM1-3-0.xsd">
g =Study OID="StudylD">

=Clahalariahlas=

mﬁﬁ:s’ghenlesbar

| we--bildet Studien umfassend ab
§ .. - Me{ ‘D:Lll-—t~|1t"|1|t ="MeasurementUnitlD">

| ow PatientenDaten

; : — AUdbt:IﬂaJrI ="MetaDataVersionlD">

mEn

: [.1-3teDate'-.-'arsicnln:luc:%ID ="StudylD"/=

"o — Versionsgeschichte
-nutzt Standard SDTM

="Yes ="StudyEventlD" /=

_ ' verstandlich ohne Sourcesystem zu kennen
IS dadurch:hohe Wiederverwertbarkeit

entDefTranslatedTegt

Zum“Austau_sch von Studiendaten und zur Archivierung nutzbar
»....Dank XPath, XSLT einfach zu durchsuchen und umzuwandeln

="StudyEy »-ntD»—ﬂlc ="StudyEventlD2 ="es ="Scheduled"s
# =3 Def Name="StudyEv »ntD»ﬂl.:.‘.‘.eS DID= ﬁtu_ EventlD3" Repeating="Yes" Type="Scheduled">
g <F0rmDefHame "FormDefllame” OID="Form|D" Repeating="Yes">
= ! <Description=

<TranslatedText>FarmDefTranslatedText</TranslatedText>
</Description=
¢ <htemGroupRef ltemGroupOID="temGrouplD" Mandatory="Yes"/>

<ArchiveLayout OID="ID" PdfFileMame="test pdf'/> < ? >
</FormDef=- ra ge n .

¥ <FormDef Name="FormDefame2” OID="FormID2" Repeating="Yes">
(f? <FormDef Name="FormDefilame3" OID="FormID3" Repeating="Yes">
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