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Meet the Speaker

Roman Radelicki

Title: Head Data Technology

Organization: SGS Health Science

Roman Radelicki started his career as Programmer in 2006 and joined 
SGS in 2009. During his career at SGS he held several positions and 
became Head Data Technology in 2021. He is mainly responsible for 
managing the data engineering, data programming and data science 
teams, providing support to the different departments.



Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author and do not necessarily reflect the official policy or position of CDISC.
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About CDISC Open Rules



About CDISC Open Rules

Rules

• CDISC governed – single source of truth

• Community driven

• Executable rules

• Submission ready

• Open-Source
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CDISC Open Rules: How does it work?



CDISC Open Rules: How does it work?
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Local custom rules with CDISC Open Rules

Can we create our own rules with CDISC Open Rules?



Developing custom rules with CDISC Open Rules
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Who can create rules with CDISC Open Rules 
and why should we?



Who & Why? 
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Creating custom CDISC Open Rules



Creating custom CDISC Open Rules
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Rule Engine

• Download from GitHub

• Command line interface
• integrate in existing process flows e.g. 

Nightly automatic conversion workflow

• CLI – UI interface for less tech-savvy 
people – SGS proof of concept
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• CLI – UI interface for less tech-savvy people

• SGS’s proof of concept 

• Efficiency gain 

C:/core/core.exe validate 

-s sdtmig -v 3-4 -dv 2-1 

-d C:/Core_usecases/CDISC_extended/data 

-dxp C:/Core_usecases/CDISC_extended/data 

-whodrug 

C:/Core_usecases/CDISC_extended/WHODD 

-meddra 

C:/Core_usecases/CDISC_extended/MedDRA 

-of xlsx 

-o 

C:/Core_usecases/CDISC_extended/core_report

_20240923103803 

-l debug -p percents
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Creating custom rules



Developing rules with CDISC Open Rules
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Use Cases – custom CDISC Open Rules



Use Cases – Custom CDISC Open Rules

Q2 COSA Quarterly Spotlight 
Webinar:

• https://www.cdisc.org/core/authorin
g-and-running-your-own-rules

• Rule not currently included in the 
CDISC governed set

• Rule for data cleaning

• Rule for non-CDISC clinical data 
such as external vendor data
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Use Cases – custom CDISC Open Rules

Data listings



Use case: data listings

• List all male subjects older than 40 and 
female subjects older than 41



Blank

Use case: data listings



Use case: data listings

• Current output file/structure not ideal

• Indications



Use Cases – custom CDISC Open Rules

Validate external data based on a non-SDTM define.xml



Use case: define.xml

Validate external data based 
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• Structure 

• Codelist 
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Use case: define.xml

Validate external data based on a non-SDTM define.xml

• Structure 

• Codelist 

• Data types, value length, label, value lists, … 

• Rules are neither trial, vendor, transfer nor standard specific
and could therefore potentially be used for any vendor transfer

• Enormous potential 

• Data transfer agreement between sponsor/CRO/Vendor → define.xml 

• Automate validation of the transfers

• Annotate vendor define.xml to SDTM 

• Automate the SDTM creation



Suggestions for CDISC Open Rules



Suggestions for CDISC Open Rules

• Good rule governance 
• User / roles 

• Categorisation

• Follow-up on the output
• Producing excel/JSON

• AI integration in the editor 
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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, can you please create a 

rule that checks if a subject has taken 

more than 250 mg of Paracetamol? 

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! 







Thank You!
Contact us

clinicalresearch@sgs.com

EUROPE:     +32 15 27 32 45

AMERICAS: +1 877 677 2667

www.sgs.com/cro

Health-nutrition@sgs.com

www.sgs.com/healthnutrition

mailto:clinicalresearch@sgs.com
http://www.sgs.com/cro
mailto:Health-nutrition@sgs.com
http://www.sgs.com/healthnutrition
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