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CDISC Open Rules



CDISC Open Rules

• Submission Ready
• CDISC Governed – single source of truth
• Community Driven
• Executable Rules
• Open-Source
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CDISC Open Rules
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Rule Engine Rule Editor

• GitHub workflow
• Web application 
• Written in TypeScript
• YAML
• Real-time syntax checking

• Download from GitHub
• Command line interface

• Integrate in existing process flows
• UI interface for less tech-savvy people



Opportunity for AI



Custom CORE rules – Future

• AI integration in the editor? 

Hello there! My name is COR-E, which 
rule do you want me to create today? 

Hi COR-E, I need a rule that checks that 
the start date of an adverse event is 
present whenever the term is populated

Certainly! Here’s the requested rule. Do 
you want me to create test data for it? 

Yes, that would be very helpful

Sure, no problem, here you go! 



Chatbot overview



Chatbot overview
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Chatbot overview

What? - Knowledge Expert Chatbot Assistant 

• Contextual Understanding
Delivers intelligent, context-aware responses during interactions

• Interactive Rule-Writing Assistance
Supports the creation of rules through natural, conversation-based guidance

• Test Data Generation
Helps generate synthetic data for validating rule logic

• Low-Code Implementation
Requires minimal programming effort to set up and use
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Chatbot overview

Proof of Concept: OpenAI GPT 

• GPT: Generative Pre-trained Transformer 
• Custom version of OpenAI’s ChatGPT designed for a specific task, no 

coding required

• Custom Instructions: Define behavior, tone and goals
• Knowledge Uploads: Provide files or content to specialize your GPT
• Easy Sharing: Deploy publicly or privately with just a link 
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Create a GPT 

• Logo
• Name
• Description
• Instructions
• Conversation starters
• Knowledge
• Capabilities
• Actions
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Create a GPT

• Logo:

• Name: 
CDISC Open Rules AI Assistant

• Description: 
Short explanation of what the GPT does

A smart assistant designed to generate 
custom CDISC Open Rules based on natural 
language descriptions. This GPT can also 
generate test data files to support rule 
validation and implementation.
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Create a GPT

• Conversation starters: 
predefined prompts to help users get started
e.g. I need a rule that checks if the start date of an adverse event is 
present whenever the term is populated

• Capabilities: 
aka tools, expand what the GPT can do

• Web search
• Code interpreter & Data Analysis: enables computations, file analysis etc

• Actions: 
let your GPT talk to external APIs 
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Create a GPT

• Knowledge: upload files that 
the GPT can reference during 
conversations

• CDISC Open Rules schema.json 
• SDTM_v2.0.pdf
• SDTMIG V3.4.pdf
• SDTMIG_v3.4.csv
• Excel rule validation template 
• A couple of YAML rules examples
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Create a GPT

• Instructions: this is the core part where you define the GPT’s 
personality, purpose, tone, style, and behaviour

• Prompt engineering
• Goal is to gain more accurate, relevant, and useful responses from the model
• By designing and refining inputs (prompts) to guide the behaviour and output 

of an AI model
• Techniques - Prompt engineering patterns
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Create a GPT

• Prompt engineering patterns
• Reusable strategies or templates for writing prompts
• Best practices 
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• Persona
• Template
• Visualization generator
• Recipe
• Output automater
• Fact check list
• Reflection

• Question refinement
• Alternative approaches
• Cognitive verifier
• Flipped interaction
• Game play
• Context manager
• Infinite generation 
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• Persona
• Template
• Visualization generator
• Recipe
• Output automater
• Fact check list
• Reflection

• Question refinement
• Alternative approaches
• Cognitive verifier
• Flipped interaction
• Game play
• Context manager
• Infinite generation 



Create a GPT

• Prompt engineering patterns – Persona
• Assign the model a role to control tone, expertise, or style
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You are a CDISC validation specialist and Open Rules architect. Your 
primary task is to generate accurate, standards-compliant CDISC 
Open Rules in YAML format based on natural language descriptions 
from users, along with unit test datasets for validation testing. Act as 
an expert in CDISC standards and Open Rules.



Create a GPT

• Prompt engineering patterns – Question refinement
• Engage the LLM in refining user questions to obtain more accurate and relevant 

answers
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When a user provides a rule request:
• Propose a clearer, more specific version of the user's request for 

better accuracy.
• Ask the user to confirm using the refined version before proceeding.



Create a GPT

• Prompt engineering patterns – Flipped interaction
• Let the LLM take the lead in the conversation by asking questions to gather 

information needed to achieve a specific goal
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Prompt the user with clarification questions, one at the time, to ensure 
all required parameters and conditions are fully specified.



Create a GPT

• Prompt engineering patterns – Recipe + Output automater + Template 
• Provide a sequence of steps/actions to achieve a specific result
• Direct the LLM to generate scripts or automations based on its output
• Ensure LLM output follows a precise template or format
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Test Data Generation
Create an Excel file using the provided template (unit-test-sdtmig-3-4-template.xlsx).
  
1. Leave the Library tab untouched 
2. Datasets tab: keep first header row, remove other rows except the applicable domains
3. All other tabs: Keep only the tab whose name matches the Filename (from the Datasets tab) for 

the specified domain and remove all unrelated tabs
4. In the remaining tabs: keep first 4 rows and remove all variables except the ones I've provided  

and those that are required according to the SDTMIG
5. Include both compliant and non-compliant test records 



Create a GPT
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Rule validation template: Datasets tab 



Create a GPT
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Rule validation template: ae.xpt tab 
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CDISC Open Rules AI Assistant
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Persona

Question 
refinement



CDISC Open Rules AI Assistant
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Flipped 
interaction



CDISC Open Rules AI Assistant
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Persona



CDISC Open Rules AI Assistant
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CDISC Open Rules AI Assistant
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Output 
automater

Recipe

Template



CDISC Open Rules AI Assistant
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ae.xpt tab: 

datasets tab:  

Rules validation document created by the assistant: 



Key takeaways



Key takeaways

• Chatbot integration is useful
• Lower technical barrier and makes rules creation more accessible
• Encourage broader participation 
• Save time and reduce errors

• Not perfect – further refinement needed
• Rule validation excel template
• Complex rule

• Future
• AI creates complete custom rule package based on trial specifications
• Clinical data platform with real time rule creation and execution

35#ClearDataClearImpact



Thank You!

Want to try it out yourself? 

https://try.sgs.com/en/hn/cdisc-ai/ 
 

Contact us
clinicalresearch@sgs.com

www.sgs.com/pharma

sgs.com/linkedinpharma

Visit us at booth 16

https://try.sgs.com/en/hn/cdisc-ai/
mailto:clinicalresearch@sgs.com
http://www.sgs.com/pharma
sgs.com/linkedinpharma

