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CDISC - Resources
COSA:

CDISC Open 

Source Alliance

„CORE is a COSA project“
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CORE – CDISC Open Rules Engine

Development of open-source software for the global clinical research community 

to test study data for conformance to CDISC standards as well as to regulatory 

and sponsor-specific conformance rule sets.
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• Create a set of unambiguous, executable conformance rules for each 

CDISC standard

• Ensure consistency across conformance rule implementations

• Expedite availability of conformance rules for new standards

• Create rules vetted by the CDISC standard development teams

• Develop an open-source engine that serves as a reference 

implementation

• Publish rules in CDISC library

• Release of open-source engine under COSA

Why?

Development of conformance rules and engine
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Project Concept
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• Presentation of the CORE Minimum Viable Product (MVP) 

Engine early evaluation version on CDISC EU Interchange 

2022

• The MVP Engine was previously available via the CORE web 

page

• Provided with a basic user interface (UI) to allow users to 

quickly and easily run the engine to provide early feedback 

on the engine functionality to the CORE team

History: MVP Engine



7

CDISC CORE – MVP Engine Demonstration
(no longer available)
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View My Studies
(MVP Engine - no longer available)
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Conformance Validator
(MVP Engine - no longer available)
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Conformance Validator
(MVP Engine - no longer available)
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Issue Reporting
(MVP Engine - no longer available)
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Issue Reporting
(MVP Engine - no longer available)
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Issue Reporting
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Today: CORE on GitHub

• The CORE Engine Reference Implementation on GitHub is an 

advancement over the CORE Minimum Viable Product (MVP) 

engine early evaluation version

• The GitHub-based engine is updated to process additional rule 

syntax (YAML) engaged to handle new processing conditions that 

were encountered as the CORE team developed additional rules

• The GitHub-based engine is written in Python and provided with a 

command line interface (CLI) 
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CORE on GitHub
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CORE on GitHub
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CORE on GitHub
Example of a test implementation

On Git CMD, from the desired folder:

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

git clone https://github.com/<user>/cdisc-pilot-submission.git

cd cdisc-rules-engine

python3.10 -m venv .venv

.\.venv\Scripts\activate

.\.venv\Scripts\python.exe -m pip install -r requirements.txt

.\.venv\Scripts\python.exe -m pre_commit install

.\.venv\Scripts\python.exe -m pytest tests/unit/

.\.venv\Scripts\python.exe core.py validate -s sdtmig -v 3-4 -d ../cdisc-pilot-submission/definesdtm

• Implementation of a virtual test desktop with read/write access to set-up a Phython

Environment and to download executable version of the cdisc rules engine from github.

• Open Git CMD window

=> Result: issue report (XLSX format) 
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CORE Presentations
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CORE presentations
CDISC Conformance Rules and the CORE Engine: Progress and Roadmap, Peter van Reusel
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Vendor Provided Desktop Application

First free, publicly available, vendor-provided CORE desktop version announced 

at the interchange:

https://www.formedix.com/formedix-core-cdisc-core-open-rules-engine/



Thank you!

Questions?

Contact Details

Stefanie Sturm

Principal Statistical Programmer

E-mail stefanie.sturm@mainanalytics.de

Internet www.mainanalytics.de


