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Introduction to ODM v2.0
The Operational Data Model and its Extensions



ODM Background

• The Operational Data Model (ODM) is the CDISC Data Exchange Standard

• Numerous data exchange standards developed as ODM extensions
• Example: Define-XML
• Many more proprietary extensions have been developed

• ODM v1.x is > 20 years old
• Previous version, ODM v1.3.2, was published in 2013

• ODM v2.0 is a major new version that modernizes ODM and builds on its strengths
• Breaks backwards compatibility with ODM v1.3.2

• ODM is the most widely implemented CDISC standard
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• Automated set up of EDC / CDM systems
• Data transmission from 3rd party data providers to sponsors
• Clinical data archiving
• Data lakes
• Clinical data standards metadata repositories
• Electronic Health Record integration
• Study design representation and automation

ODM Use Cases
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ODM v2.0 Objectives
• Consolidate extensions into the base ODM standard

• Address gaps in transport coverage and expand automation opportunities
• E.g. Study design, API, JSON, tabular data exchange

• Robust semantics – strengthen semantic representations

• Improve alignment with foundational standards and RWD

• Flexible data structures that go beyond CRF representation

• Support for regulations and research specific content
• E.g. Audit trails, Data Queries
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ODM v2.0 Timelines
Estimated timelines towards a final standard



ODM v2.0 Status and Timelines

• Internal Review ended August 30th 2022

• COSA Dataset-JSON Hackathon completed October 19th 2022

• Public Review targeted for November 8th – January 31st

• Public Review Webinar on January 12th 2023

• Final release targeted for Q2 2023

• Some features that are not part of the base specification will come out later, 
such as: 

• Conformance rules, the API specification, JSON schemas, ODMPath, and additional examples
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ODM v2.0 Public Review References

• ODM v2.0 Public Review Notice:
• https://www.cdisc.org/public-review/odm-v2-0

• Draft Specification for Review:
• https://wiki.cdisc.org/display/ODM2/Operational+Data+Model+v2+Home

• Instructions for Reviewers:
• https://wiki.cdisc.org/display/ODM2/Instructions+for+Reviewers

• ODM v2.0 Review Comments:
• https://jira.cdisc.org/projects/ODM

• ODM v2.0 schema in GitHub:
• https://github.com/cdisc-org/DataExchange-ODM

• ODM v2.0 Changes from the Previous Version:
• https://wiki.cdisc.org/pages/viewpage.action?pageId=159332369
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Tasks Planned for During Public Review

• ODM-13 Reorganization of Page notes (Public Review)
Discussed to move notes currently at the bottom of Specification pages to the 
Element or Attributes tables as may correspond. To start with notes that are clear 
Business Rules or Conditionality requirements that fit on the Element or Attributes 
tables.

• ODM-49 Look into representing default values and CDASH attributes (Public 
Review)

We had an eCRF Portal meeting last week with Peter and I have an action that 
involves ODM v2. How can I find out if items we have stored in alias right now will 
have fields in ODM v2? CDASH Variable, Prefill value, CRF Completion 
Instructions. Look into library-xml.
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New ODM v2.0 Feature Highlights
What new features have been added to ODM v2.0?



Study Design and Workflow

13https://wiki.cdisc.org/display/ODM2/Study+Design+Model+Elements+in+ODM

In addition to Study Design, added nested StudyEventGroupDef

https://wiki.cdisc.org/display/ODM2/Study+Design+Model+Elements+in+ODM


JSON Representation

"Protocol": {
"StudyEventRef": [{

"Mandatory": "Yes",
"OrderNumber": 1,
"StudyEventOID": "BASELINE"

}]
}
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Coding Element
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<Coding Code="C78802"
System="https://www.cdisc.org/standards/terminology"
SystemName="CDISC/NCI CT"
SystemVersion="2019-12-20"

/>

<Coding Code="394844007"
System="http://snomed.info/sct"
SystemName="SNOMED-CT"
SystemVersion="2019.10.03"

/>

https://wiki.cdisc.org/display/ODM2/Coding

https://www.cdisc.org/standards/terminology
http://snomed.info/sct


Dynamic Data Structures
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Nested ItemGroup

https://wiki.cdisc.org/display/ODM2/ItemGroupDef


Enhanced Data Capture
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https://wiki.cdisc.org/display/ODM2/ItemGroupDef


HL7 FHIR Interoperability
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LOINC Code

FHIR Resource

https://wiki.cdisc.org/display/ODM2/Origin


Enhanced Traceability
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CDASH ODM SDTM Define-XML ADaM Define-XML



Enhanced MethodDef
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Presentation: Formatted Text
@type=“text/plain”

@type=“application/xhtml+xml”



Relationship to Units Field
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UnitsItemOID attribute on the ItemRef element

https://wiki.cdisc.org/display/ODM2/ItemRef

https://wiki.cdisc.org/display/ODM2/ItemRef


Data Query Support

23https://wiki.cdisc.org/display/ODM2/Query

https://wiki.cdisc.org/display/ODM2/Query


Operational Datasets
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Other Updates

Additional Enhancements:
• Relationship to Units
• Expanded multi-language support
• Null Flavors
• Updated AdminData
• Dataset-JSON
• REST API Specification*
• ODMPath*
• Enhanced schema validation*

Deprecated:
• FormDef
• Presentation
• ItemData[Type]
• Certificate
• BasicDefinitions
• Annotations
• AuditRecords
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