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A case report of CDISC-ODM for clinical data collection system on
multicenter
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Last year, We developed a system to integrate electronic medical records (EMRs) and the electronic data capture
system (EDC) for nine hospitals in Osaka prefecture. In this system, EDC is divided into case report form (CRF)
reporter and clinical data management system (CDMS) with CRF receiver with data communication using the
operational data model (ODM) . The CRF reporter incorporated in an EMR system can retrieve data recorded in
the EMR, generate an ODM, and transmit the ODM to the CDMS.

The ODM is proposed from CDISC as an XML file for interchange and archive of clinical study data. But there
are no reported cases of using ODM from EMR system to CDMS actually. Thus we designed the ODM for a
observation study consisting of 10 events, which is done in cardiovascular internal medicine. We decided in about
twenty two ODM items about data transmission unit, authentication method, character code, subject number
ordering method, registrant information management, repeat key, item data type and so on.

As a result, it was possible to the transmit the ODM from some EMR systems, and to send and register data to the

center server online.
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<?xml version="1.0" encoding="utf-8" 7>

<ODM xmlIns="http://www. cdisc. org/ns/odm/v1.3”
xmlIns:ds="http://www. w3. org/2000/09/xmldsigl”
xmlIns:xml="http://www. w3. org/XML/1998/namespace”
xmlns:xsi="http://www. w3. org/2001/XMLSchema—-instance”
xsi:schemalLocation="http://www. cdisc. org/ns/odm/v1.3 ODM1-3-0. xsd”
ODMVersion="1.3"
Fi le0ID="000-00-0000"
FileType="Snapshot”
CreationDateTime="2016-12-01T14:31:23+09:00">

<Study OID="P-HFpEF”>

<GlobalVariables>
<StudyName>P-HFpEF</StudyName>
<StudyDescr iption>P-HFpEF</StudyDescription>
<Protoco|Name>P-HFpEF</Protoco|Name>
<{/GlobalVariables>

(B&)
<{MetaDataVersion 0ID="1.0.4” Name="P-HFpEF Version 1.0.4">

<{Protocol>

<StudyEventRef StudyEventOID="SE.BASICINFO” OrderNumber="1" Mandatory="Yes”/>
<{StudyEventRef StudyEvent0ID="SE. ONADM” OrderNumber="2" Mandatory="Yes”/>
<StudyEventRef StudyEvent0ID="SE. ATDISCH” OrderNumber="3" Mandatory="Yes”/>
<StudyEventRef StudyEvent0ID="SE. ANYTEST” OrderNumber="4" Mandatory="Yes”/>

(R&)
<{StudyEventDef 0ID="SE.BASICINFO” Name="Patient Basic Info” Repeating="No” Type="Common”>
<{Description>
{TranslatedText xml:lang="ja">EHERIFEHR/TranslatedText>
</Description>
<FormRef OrderNumber="1" FormOID="FD.BASIC” Mandatory="Yes”/>
</StudyEventDef>

(B&)
<CodeListItem CodedValue="3">
<{Decode>
<{TranslatedText xml:lang="en”>LV+RV</TranslatedText>
{TranslatedText xml:lang="ja">&E=E - H=E & £<{/Trans|atedText>
</Decode>
<{/CodeListItem>
<{/CodeList>
<{/MetaDataVersion>
</Study>

<ClinicalData StudyOID="P-HFpEF” MetaDataVersion0ID="1.0.4">
<{SubjectData SubjectKey="1000" TransactionType="Insert”>
<{StudyEventData StudyEvent0ID="SE. BASICINFO">

<{FormData FormOID="FD. BASIC">

<{ItemGroupData ItemGroupOID="1G.BASIC">
<ItemDataDate ItemOID="ID. ADM_DAT">
2016/12/14

<{/ItemDataDate>

(&)
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