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CORE Overview



CORE Goals and Objectives

https://www.cdisc.org/core

https://www.cdisc.org/core
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CORE – Further Considerations

• CORE will be released as open source under the MIT license
• Not offered by CDISC as a commercial product or service

• Executable rules - next step in the evolution of the conformance rules that CDISC 
publishes with every standard

• Executable rules published by CDISC should make it much easier for rule vendors to 
adapt these rules for use in their own software

• Existing rule vendors are free to contribute to or use the CORE engine software

• https://www.cdisc.org/core

https://www.cdisc.org/news/cdisc-teams-microsoft-develop-open-source-software-clinical-research-community


CORE Minimum Viable Product

• Roadmap calls for three releases: Minimum Viable Product, Release 1, Release 2
• Evaluation version – obtain feedback for future engine development

• Align all CDISC Stakeholders on future release needs (Features, Technology, Timeline)

• Two deployment options
• Easy and flexible evaluation options
• Public and private cloud

• Conformance rules scope for MVP
• SDTM 2.0 and SDTMIG 3.4
• Does not exclude other (ADaM, SEND, Define.xml) but not critical for MVP



CORE Program Roadmap

Evaluation Release 0: Minimum Viable Product
• Engine: Open-Source, developed by CDISC, published under COSA
• Conformance Rules: SDTM 2.0 and SDTMIG 3.4
• Functionality: Basic conformance checking functionality
• Deployments:

• CDISC-provided public cloud evaluation environment 
• Private cloud evaluation environment

Q3 2021-
Q2 2022

Q3 2022 –
Q2 2023

Q3 2023 –
Q2 2024

CDISC Vendor/User

Production Release 1: Full conformance checking platform
• Engine: Open-Source under COSA; evolved; maintained by CDISC
• Conformance Rules: Remainder of CDISC Foundational Standards
• Functionality: Complete conformance checking functionality
• Deployments: Vendor- or user-provided cloud & local production environments

Production Release 2: Rich, easy to use and intuitive platform
• Engine: Open-Source under COSA; evolved; maintained by CDISC
• Conformance Rules: New CDISC Standards released with Conformance Rules
• Functionality: Advanced functionality
• Deployments: Vendor- or user-provided cloud & local production environments
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Deployment Attributes

• CDISC-provided SaaS public cloud environment
• Quick account creation

• A development version for user evaluation

• Test data and rules provided by CDISC and not 
extendible

• Simple environment for hands-on introduction

• See key CORE features in action, on limited data 
and metadata

• Users cannot execute with their own data and rules

• CDISC seeks feedback from evaluators

• CDISC expects to update features, rules and test 
data during evaluation period

CDISC-Provided Cloud Evaluation Deployment
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Local Environment

Deployment Attributes

• Private cloud environment
• Some setup required

• A development version for user evaluation, 
released after the CDISC-provided cloud 
deployment

• Engine executes in cloud, but user data reside 
locally

• A simple environment for hands-on 
introduction, including ability to add sponsor-
defined rules 

• Evaluate CORE features on different studies 

• CDISC seeks feedback from evaluators 

• CDISC expects to update features, rules and 
test data during evaluation period

Virtual Private Cloud 
Environment

Virtual Private Cloud Evaluation Deployment



CORE Project Approach
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CORE Leadership

CDISC Library 
DEV team

CORE Software Engineering 
DEV team

CORE QA team

Architecture

Scrum of scrums
Agile Methodology

• Technical 
environment 

• DevOps

• Decision Log
• Prioritize 
• Communication

• CORE engine • Load rules
• Surface rules
• Provide API

• Testing strategy
• Validation plan

Accenture QA SME (co-lead)
CDISC Data Science team
CDISC Standards team
Community Leads
Community members 

CDISC VP Data Science
CDISC Data Science team

Conformance Rules 
DEV team

• Analyze
• Identify 
• Maintain

Rule SME Analysts (CDISC)
Rule SME Analysts (Community)

SME programmers (CDISC)
SME programmers (Community)

CDISC Data Science
Microsoft
CDISC Community contributors

CORE System Architect
CDISC Library Architect
Azure System Administrator 
Microsoft

Product Owner
CORE System Architect
Program manager
Microsoft
Community leaders

CORE 
team 
structure



CORE Leadership
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CORE team Members Cont’d
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Volunteer participation

18

• Very active volunteers
• Many 1st time CDISC Volunteers
• > 50 team members 
• Adding new team members 

weekly

• Project started July
• Volunteer teams began meeting 

weekly mid-September



Agile Development

Architecture Engine Library Rules QA

CORE System 
Architect

Software engineering 
team operational lead

Library team 
operational lead

Conformance Rules 
team operational lead

QA team 
operational lead

Scrum Master / Program 
Manager (Scrum of Scrums)

CORE Leadership

Team Lead Meeting Cadence*
• Backlog Grooming - weekly
• Scrum of Scrums – weekly

* Plus Team Member meetings

CORE Leadership Meeting Cadence
• Weekly

Team Member Meeting Cadence

Architecture, Engineering & Library:
• Scrum meeting - daily
• Sprint Review - fortnightly

Rules & QA:
• Team meeting - weekly
• Sprint Review - fortnightly



CORE Project Status



UX/UI: CORE Dashboard



UX/UI: Conformance Validator



UX/UI: Study Management



Metadata components

□ Rule identifiers
+ CoreId, Version, Status, …

□ Authority
+ Organization, RuleId, …

□ Scope
+ Standards & Version, Classes, Domains, …

□ Rule
+ Dependency, Type, Condition, …

□Outcome
+ Message

□ Citations
+ Document, Section, Item, Cited Guidance

Benefits
• Explicit rule logic
• Common expression & syntax
• Information about each rule
• “Hints” to optimize runtime performance

Notes
• Do expect continuous refinement

24



CORE Rule Editor

• Web-based application, no software to install
• Structured document, 1 CORE rule per file containing rule’s metadata & check logic
• Real-time syntax checking



CORE Rule Authoring

• Employs a no- & low-code configuration approach

• Emphasizes on explicit metadata, such as versioning, scoping, applicable standards, 
etc.

• Supports multiple rule types: Value presence, value comparison, data pattern & 
matching, etc.

• Rule authoring guide and supporting documentations are being maintained as new 
capabilities are added

• Coming soon: Rule testing to verify logic using positive & negative test data



Rule Development Process

• Evaluate existing rules
• Do they need revisions?
• Are they testing what we expect them to test?
• Assist QA team in evaluating rules
• Scope includes both rule specification and executable version of rule

• Identify missing rules
• Evaluate existing test data

• Perform gap analysis 
• Augment test data as needed to accurately test rules

• Compile test data for evaluation
• Positive and negative results



Validation Approach - SDLC

• An agile SDLC will be followed for the project
• Define process (e.g., planning, sprints, hardening, testing, release, documents)
• Incorporating validation into an agile SDLC

• Validation deliverables
• Define when artifacts are finalized and approved
• Need for a hardening phase/sprint for formal testing of a release candidate
• Define change control approach for future releases

• The process is currently in draft and will be used as a ‘dry run’ for the 
Minimum Viable Product (MVP)

• The process will be finalized prior to Release 1
• Additional processes will be developed as needed



Sign Up

https://www.cdisc.org/volunteer/form

https://www.cdisc.org/volunteer/form


Thank You!


