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History of the ODM Standard 

• ODM = Operational Data Model 
• XML-based standard for design, exchange, and archival of 

clinical study information 

 
• v.1.0: 2000 

• v.1.1: 2002 

• v.1.2: 2004    XML-Schema 

• v.1.2.1: 2005   minor update   

• v.1.3: 2006    i18n, typed ItemData 

• v.1.3.1: 2010   minor update 
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Extensions to the ODM Standard 

• Define.xml v.1.0 (2005) 

• Metadata for electronic submissions to the FDA 

(SDTM, SEND, ADaM content) 

 

• Study Design in XML (SDM-XML, 2011) 

• IE criteria, trial parameters, activities, workflows 

 

• Many other extensions by vendors 
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Some vendors topics on the wishlist  

for a next version 

• Measurement units interconversion 

 

• Multi-select questions /codelists ("select all that apply") 

 

• Recursive ItemGroups ("ItemGroup within ItemGroup") 

 

• Better support for non-visit data  

(StudyEventData too limited in scope) 

 

• Support for data that is not in forms 

 

• United language for formal expressions 
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Jozef's wishlist 

for a next version  

• Better integration with healthcare 

 

• Integration of SDM-XML into core ODM 

 

• Subactivities and subworkflows in SDM-XML 

 

• Better support for chaining of file (XInclude?)  
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Better integration with healthcare 

• Example: HL7-CDA/CCD (Electronic Health Record) 

Successor in HL7-CDA-R3: ISO-21090 

Object Identifier (OID) 

LOINC 

code 
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Better integration with healthcare 

• HL7-CDA data points can already be incorporated into 

ODM documents 

So will ISO-21090 data points 
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Better integration with healthcare 

• Usage of Healthcare OIDs 

 

 

 

 

 

 

 

 

 

 

• Also integrates very well with FDA's SPL  
(Structured Product Labeling) 



© CDISC 2013  

Better integration with healthcare 

• Support for UCUM units 

 

 

 

 

 

 

 

 

 

 

 

• Also integrates very well with FDA's SPL  
(Structured Product Labeling) 
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Better integration with healthcare 
More precise definition of tests 

• Which glucose test, which bilirubin test? 

• RTFP? 

• We want to be ODM the protocol! 
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Better integration with healthcare 
Which bilirubin test? 

Property 

measured  

Timing 

aspect 

Sample 

type 

Scale Description 

Substance 

concentration 

Spot Ser/Plas Quantitative Bilirubin in 

Serum /Plasma, 

Substance 

Concentration 

Mass  

concentration 

Spot Body fluid Quantitative 

 

Bilirubin in Body 

Fluid, Mass 

concentration    

Mass  

concentration 

Spot Ser/Plas 

 

Quantitative Bilirubin in 

Serum/Plasma, 

Mass 

Concentration 

Arbitrary 

Concentration  

Spot Urine Ordinal Bilirubin in 

Urine, Arbitrary 

Concentration, 

Ordinal    

Substance 

concentration 

Spot Body fluid Quantitative Bilirubin in Body 

Fluid Substance 

Concentration    

LOINC 

code 

146316-6 

1974-5 

1975-2 

1977-8 

29767-1 
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Example Glucose 

• CDISC-CT: Plasma Glucose Measurement  

(NCI C41376) 

• There are 5 such, but different tests! 

 

 

 

• Example Bilirubin - alternative using "Alias" 

 

 

 

• Or combined 

 



© CDISC 2013  

SDTM in XML 

• ODM is transport format for clinical data 

• Is SDTM clinical data? 

• Yes => why not use ODM for transport? 

 

• Format developed 5 years ago by the ODM team 

but rejected by the FDA 

• "we want an HL7-v3 message" - integrates better with healthcare 
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SDTM in XML - 5 year later 

• The HL7-v3 message still isn't there 

 

• Nov 5th 2012: FDA Public Meeting on Transport 

Standards => most stakeholders for ODM-based format 

 

• Start of 2013: resurrection of CDISC team 

 

• April 2013: first prototype consensus format 
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SDTM in XML - Advantages 

• 8-, 40- and 200-character limitations disappear 

(and all other limitations of SAS-Transport 5) 

 

• Supplemental qualifiers can stay where they belong 

(in the parent domain) 

 

• Easy validation against define.xml 

(just use the ODM validation) 

 

• Toolmakers know ODM => Rapid development of new 

software tools 
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Smart SDTM-XML Viewer 

• Reads SDTM-XML data + define.xml 

• Allows fast visualization of SDTM-IG violations and 

inconsistencies with respect to define.xml 

• Shows SUPPQUALS in parent domain 

• Rapid navigation between RELREC / CO records and 

parent records 

• Easy filtering and sorting 

 

• Will become open source 

• Demo available 
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Smart SDTM-XML Viewer 
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Our projects at the university 

• Work on SDTM-XML and "Smart SDTM Viewer" 

• Write a few whitepapers … 

• Develop Schematron for ODM 1.3.1 

• Encourage / work on integration with healtcare 

(semantics!) 

• Start working on future ODM 1.4 

• User requirements (CDISC community) 

• Some work needed for healthcare integration 


