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What is CDISC? – A Brief Refresher

• Clinical Data Interchange Standards Consortium

• www.cdisc.org

• The CDISC mission is to develop and support global, 
platform-independent data standards that enable 
information system interoperability to improve 
medical research and related areas of healthcare. 



What is CDISC? – A Brief Refresher

• Acknowledge that the data content, structure and 
quality of the standard data models are of paramount 
importance, independent of implementation strategy 
and platform. 

• Accomplish the CDISC goals and mission without 
promoting any individual vendor or organization. 



Some Terminology

• ODM - Operational Data Model (V1.3) 
» Transfer

• SDTM - Study Data Tabulation Model (V3.1.1) 
» Submission

• CDASH - Clinical Data Acquisition Standards 
Harmonization 

» Collection



Why CDISC Certification?

• To allow data (meta and clinical) to be transferred 
easily between other certified systems using the 
ODM.

• The certification provides confidence that the system 
indeed allows this transfer – accurately and 
consistently.

• Potentially reduce the time and resources for a study 
setup.



Certification Process

• In order to ensure consistency across toolsets and 
interoperability between ODM implementations, the 
ODM Certification Program has been developed.

• Assero Ltd has been selected as the service provider 
for the ODM Certification Program, as a result of an 
open RFP process.  (www.assero.co.uk).

• Before a site visit from Assero sample extract files 
were sent for an informal check, with a day’s off site 
preparation.

http://www.assero.co.uk/


Certification Process

• Exhaustive on site tests were then conducted over a 
2 day period.  A number of test files are used, some 
of which are designed to fail !!

• Certification is completed off site.
• This process is repeated as necessary to obtain 

certification.



Types of Certification
• ODM Data Import

– Snapshot
• Meta Data
• Data

– Transactional
• Meta Data
• Data

• ODM Data Export
– Snapshot

• Meta Data
• Data

– Transactional
• Meta Data
• Data



The Difference?

• Basically Transactional includes the audit history, and 
is probably best suited for conversion to SDTM.

• To date four vendors have achieved certification – 
none in all areas.



The cost?

• Will depend on the type and size of the organization.
• Initial evaluation $4,800 plus expenses.
• Additional evaluations are $2,400 plus expenses.
• CDISC charges for 100-499 employees $5,000
• CDISC discounts are available for qualifying 

organizations.
• Resources to modify existing tools to handle ODM 

requirements.



The reward ?

• Allows the vendor to provide a better quality verified 
product.

• Provides interoperability assurance.
• Prevent rework or redevelopment of ODM tools to 

suit different customers.
• Confidence of interoperability with certified partners.
• Get to use the Certification Logo.



How we did it

• The following slides show examples of the 
interface to import an ODM file.

• While they look simple, a significant 
programming effort went into the functionality 
behind the screens.

• Do not under estimate the effort required and pay 
attention to error handling.



ODM Meta Data Mapping



ODM Clinical Data Mapping



Sample ODM Test File



Sample ODM Test File



Vendor Extensions



The Error Log



Using CDISC in an ODM Certified tool



Select a language where available



Exceptions are displayed



The English EDC is now ready



Other languages are easily imported



The French EDC is now ready



Data is entered



Then exported as Meta Data



And Clinical Data in the same ODM file



Observations
• The CDISC ODM works !
• It allows interoperability between certified systems.
• Allows external applications to be used to design studies.
• May reduce study setup time.
• In 2007 the FDA proposed that all submissions will use 

SDTM.
• CDISC is looking for global adoption by 2010
• CDISC is a significant/essential requirement for vendor 

selection



Thank you.

Neil Vivian
eResearchTechnology

nvivian@ert.com
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