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What is CDISC CORE?

• CORE = CDISC Open Rules Engine

• Meant to replace the "jungle" of validation rules and 
implementations

• Open source, vendor-neutral, extensible

• All implementations should give the same results
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CDISC CORE and FDA

• FDA has asked CDISC to implement the "FDA Business Rules" 
into CORE
https://www.cdisc.org/news/cdisc-proud-announce-research-collaboration-

incorporate-fda-business-rules-cdiscs-open-rules

• It is expected that FDA will replace P21 by CORE this 
year or next year

https://www.cdisc.org/news/cdisc-proud-announce-research-collaboration-incorporate-fda-business-rules-cdiscs-open-rules
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Who is developing the CORE rules?

• CORE rules are developed starting from the existing CDISC 
validation rules (mostly as Excel) by a large number of 
volunteers (>100)

• Engine programming in Python is done by 2+ specialists at 
CDISC

• Everything is published as "open source" on Github:
https://github.com/cdisc-org/cdisc-rules-engine/

https://github.com/cdisc-org/cdisc-rules-engine/
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Rule implementation made easy by YAML

YAML Rule editor used by the volunteers Test files as Excel
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How does that work? Development

CORE engine
(Python)

YAML rule JSON rule

Test Excel Test JSON

Define.xml

CDISC
Library

JSON output

Jira project maintenance
Sharepoint repository
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How does that work? Production
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JSON rules

CORE engine
(Python or 
Windows exe)

User Datasets
(XPT or 

Dataset-JSON)

User
Define.xml

CDISC
Library

output
(JSON or 

Excel)

CDISC
Library
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How do I get it?

• Download from Github
– source code

https://github.com/cdisc-org/cdisc-rules-engine/

– Windows executable

• Use vendor implementation
– Formedix CORE (outdated)
– Smart Submission Dataset Viewer
– SDTM-ETL mapping software

https://github.com/cdisc-org/cdisc-rules-engine/
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How do I use it?

• "Quick start" on Github
• Essentially using CLI

(Command Line Interface)
• Commands are valid for both 

Python as Windows-exe 
implementation

• Also instructions how to compile
(latest version) to Windows exe
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How do I use it? List of Rules

• list rules:

• update rules
(requires CDISC-Library 
API key):
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Implementation in SDTM-ETL 
Mapping Software
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Demo time!

Using CORE in the open source
Smart Submission Dataset Viewer


