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CDISC Open Rules



• Submission Ready

• CDISC Governed – Single source of truth

• Community Driven

• Executable Rules

• Open-Source

CDISC Open Rules



CDISC Ecosystem



CDISC Ecosystem

• Evolution in CDISC data structures

• ODM

• Define-XML

• Dataset-JSON

• (Meta)data increasingly distributed by JSON

• E.g. CDISC library APIs

• USDM

• As standards evolve, validation logic must evolve

• Tabular rule engine insufficient



JSONata



• Rules expressed in YAML

• Non-proprietary language

• No programming language knowledge required

• Limited by the operators programmed for CORE

• Mainly focused on tabular structures e.g. XPT 

datasets

YAML



• Lightweight, declarative and readable query 

and transformation language 

• Built to navigate nested, object-based structures 

efficiently

• Powerful operators, functions and customizable 

expressions

• Open source – MIT License

• https://try.jsonata.org/

JSONata

https://try.jsonata.org/


Use Cases



• JSONata applied to Define-XML

• XML is first transformed to a JSON structure

• Github project: odmlib from Sam Hume

https://github.com/swhume/odmlib

Define-XML

define.xml define.json

https://github.com/swhume/odmlib


Define-JSON

For controlled terminologies 

provided by third parties, an 

ExternalCodeList element must 

be provided to identify the name 

and version of the terminology



Define-JSON

Introduce an error: removal of the version



Define-JSON

Transform define.xml to define.json



Define-JSON

JSONata code



Annotated eCRF

GitHub - lexjansen/cdisc360i-pocs: 
CDISC 360i POCs · GitHub

ODM.xml stylesheet.xls

+

https://github.com/lexjansen/cdisc360i-pocs


ODM annotations

• Create JSONata rule that checks if all items on eCRF are annotated

ODM.xml ODM.json



ODM 
annotations

• Create JSONata rule that checks if all items on eCRF are annotated

REMOVED



Opportunity for AI 



AI-assisted Rule Authoring

• YAML rule and test data generation 

(CDISC EU 2025)

Next Step

• Extend AI support to JSONata rule creation

Vision
• Agentic architecture for AI-assisted rule authoring

Opportunity for AI

https://www.cdisc.org/sites/default/files/2025-05/Let%20Robots%20Sort%20It%20Out_Smarter%20CDISC%20Open%20Rules%20with%20AI_Roman_Radelicki_final.pdf


Conclusion



• JSONata makes CORE ready for current and 
future standards

• Only minor engine updates needed
• Define-JSON / ODM.json support
• XML → JSON transformation

• JSONata complements YAML 
• Handles complex, nested structures
• More flexible rules, fewer constraints for rule 

authors

Conclusion
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