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I have been a programmer for Rho for 27 
years now, and I have worked with CDISC 
data standards since 2010. As a CDISC 
volunteer since 2018, I have worked on the 
SDTM and SDS, including on the SDS 
subteams for multiple subject instances and 
Jira issue management. I’m now serving in the 
Current Lead role on the SDS Leadership 
Team.

I live in Durham NC.



(following the release of SDTMIG v4.0 and SDTM 3.0)

What Comes Next?



• Gear up for SDTMIG v. N+0.1 (or N+1)
• Scoping and then development

• That is NOT the plan!

Past Approach



• Maturation of the standard

• Concern about update frequency and 

implementation costs

• Need for fully digitized standards
• CDISC 360i and CDISC Next-Gen Library

• Lots of SDTMIG 4.0 labor could have been 

avoided with more digitization (e.g. variable 

definitions)

Reasons for Change



• No scheduled updates to SDTM & SDTMIG
• Specific agency requests (DC, LC)

• Industry consensus on need for an update
▪ Conveyed through SDS and CDISC Advisory Council

• Updates to other IGs in progress
• SDTMIG for Medical Devices v2.0

• SDTMIG for Associated Persons v2.0

• Based on SDTM 3.0

• Will be consistent with SDTMIG 4.0

Future Updates?



CDISC 360i and Biomedical Concepts

Digitization



• Model and IG exist as a set of tables
• No inherent or automatic relationships

• CDISC Library has more linkages, but… 
• Library is created from those tables and does not 

feed back into the development and maintenance 

of the standards 

• CDISC 360i: End-to-end digitization
• https://www.cdisc.org/standards/cdisc-360i

Current Digital Shortcomings



• https://www.cdisc.org/cdisc-biomedical-

concepts

• Conceptual Layer: “Biomedical Concepts”
• Connected to NCI Thesaurus

• Implementation Layer: “SDTM Specializations”
• Concrete and tied to standards

• Value-level metadata for implementations

• Developing and updating biomedical concepts 

and SDTM specializations

Biomedical Concepts



Biomedical Concepts



Biomedical Concepts



SDTM Specializations



SDTM Specializations



• Extend existing library of content
• Initial push leveraged code tables and 

terminology

• Goal is to identify gaps and improve 

completeness

SDS and Biomedical Concepts



• Goal: fully digitized by 2030

• https://www.cdisc.org/cdisc-library

• Evaluating next-generation architecture and 

infrastructure
oChanges to Library API will be managed to 

minimize disruption to existing integrations

CDISC Library: The Future



Support for Implementation

Additional Resources



• Knowledge Base: 
• https://www.cdisc.org/kb

• General information about using SDTM

• Examples Collection:
• https://www.cdisc.org/kb/exa

• “This would really benefit from an example of…”

• Ongoing updates

Improving Resources

https://www.cdisc.org/kb
https://www.cdisc.org/kb/exa


• Volunteers welcomed!
• SDS Home on CDISC Wiki

• volunteer@cdisc.org

• Work organized by sub-teams
• Conformance Rules

• Comment Resolution 

• Controlled Terminology

• Specific Topics: Labs, QRS, Oncology

• May adjust structure as needs become clearer

SDS Activities

https://wiki.cdisc.org/spaces/SDS/pages/2555934/SDS+Home
mailto:volunteer@cdisc.org


Thank You!



Questions?


