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CDISC Open Rules



Introduction



Enhancement

• Study-specific validation needs

• Complex scientific and protocol specific logic

• Standard checks to cover protocol-specific data needs



Core Integration with R



Introduction



System Architecture



Invoking core using R
https://github.com/cdisc-org/cdisc-rules-engine/releases/tag/v0.15

https://github.com/cdisc-org/cdisc-rules-engine/releases/tag/v0.15


R shiny Validation Dashboard



Custom Rules

• UI-driven rule setup (Shiny)

• Instant execution during validation

• No coding required

• Dynamic and reusable



Simple Rules : Overview

• Dataset & Variable Checks
• Required datasets are present 

• Ensure protocol-specific variables exist 

• Outlier Detection
• Check numeric values against specific values

• Dependency Checks
• Validate basic conditional logic within records



Simple Rules: Variable Existence



Simple Rules: Outlier



Complex Rules: Overview

• Handle advanced logic and multi-step validations 

• Developed by R programmers (not UI-driven) 

• Integrated as pre – defined code or can be integrated as modular 
plugins to the validation engine though UI upload feature

• Examples:
• Multi-variable logic 
• Cross-domain dependencies



Complex Rules:



Validation Results Report



Reporting Dashboard



Data Visualization



Conclusion & Roadmap



Conclusion

• Standard checks provide only a partial view of data integrity

• This R Shiny framework unifies standard checks with study-level 

requirements

• Enables a stronger foundation for study teams

• Supports regulatory submission



Future Outlook & Roadmap

• Automated Resolution Suggestions: Providing actionable, rule-

based guidance (or AI-driven suggestions) to help users quickly fix 

errors flagged by each specific rule.

• Continuous Validation: Run real-time checks throughout the study

• Predictive Analytics: Use past trends to prevent common issues

• System Integration: Connect EDC directly to the validation framework



Disclaimer and Disclosures

• The views expressed are those of the author and do not necessarily 

reflect those of Ephicacy Lifescience Analytics.



Thank You!



Questions?

“It is not the strongest of the 
species that survives, nor the 

most intelligent… it is the 
one most adaptable to 

change.” -Charles Darwin


