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Overview & Opportunities for Improvement



CDISC Open Rules Engine (CORE)
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• Open-source

• Reference implementation

• Execute conformance rules

Purpose

• Authoring, testing, and execution

• Standardized, transparent validation

• Open-source access to the global clinical research community

• Adapt to evolving regulatory and research needs

Key Features



CDISC Open Rules Engine (CORE)
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• Written Python, rules authored in YAML

• Rules engine, command-line interface, and testing framework

• Built on a lightweight adaptation of Venmo engine

Architecture

• Embedding established query languages (e.g. SQL & JSONata)

• Enhance scalability to support new standards

• Easier rule creation, testing, and maintenance

Future Vision



Key Opportunities & Impact
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Reduced Engineering 
Dependency

Improved Scalability

Increased Flexibility for 
Rule Writers

Reduced Maintenance 
Burden

Fostering 
Innovation



CORE V1.0 Scope & Status



Open Rules v1.0 Scope

Engine
• Support for the rules

• Initial support for ADaM rules

• Refactoring for performance & flexibility
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Standard # Rules # Complete % Complete

SDTMIG v3.3 and 3.4 505 451 89.3%

SENDIG v3.1.1 312 216 69.2%

FDA Business Rules 292 153 52.4%

TIG v1.0 484 404 83.5%

USDM v3.0 and v4.0 259 78 30.1%

Totals 1852 1302 70.3%



What Follows v1.0

Rules in support of 

• All SDTM and SEND 
versions

• ADaM

• Define-XML

• PMDA Rules

• Biomedical Concepts

Drivers

• Potential AI-Assisted 
Rule Authoring UI 

• Other?
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CORE Optimization Plan

A Scalable Path to Smarter, More Maintainable Conformance Rules



Overview of CORE Enhancements
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Refactoring for Long-Term Sustainability

• Aiming for a scalable, modular architecture

• Improved rule execution performance and resource 
management
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Overview of CORE Enhancements
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PostgreSQL Integration

• Adds lightweight, embedded data persistence layer

• Supports portability of rules across systems

• Improves scalability and performance for rule 
execution and caching

• Enables standalone use without requiring complex 
DB infrastructure

• Supports faster testing and rule validation at scale



Overview of CORE Enhancements
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JSONata Integration 

• Enables advanced query and transformation 
capabilities within rules

• Supports powerful data manipulation without complex 
backend changes

• Greater flexibility for rule writers

• Improves the expression logic available in YAML rules

• Simplifies complex rule conditions and transformations



Strategic Benefits

Improve 
performance, 

scalability, 
and 

extensibility of 
the engine

Enable 
broader 

adoption of 
the rules 

across tools, 
vendors, and 

the 
community

Reduce 
custom 
Python 

dependencies 
through 

abstraction 
and modular 

design

Simplify rule 
authoring and 

faster 
onboarding 

for 
contributors

Reduce 
developer 

dependency 
to support 

rule authoring
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Conclusion



Conclusion

• LinkedIn group: CDISC CORE Collaboration

• Volunteer
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LinkedIn Group Volunteer Form
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