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Workshop Agenda

10:00 AM Welcome David Bobbitt, Paul Slater  

10:30 AM Current state of the industry 
(urgency for change)

Ulo Palm

11:00 AM Technical Briefing  
• Common challenges for implementation
• Missing standards
• What follows CDISC 360?

Peter Van Reusel, Sam Hume, 
Tianna Umann

Lunch break 

12:30 PM Technical Briefing 
• Next Generation CDISC Library
• Community content curation
• Freemium model
• New CDISC Titanium membership category

Peter Van Reusel, Sam Hume, 
Tianna Umann

1:30 PM Dialog and Q&A Dave Evans, Moderator

2:30 PM
Wrap up and Concrete next steps

David Bobbitt and Paul Slater

3:00 PM Adjourn



Better Standards

Peter Van Reusel, Chief Standards Officer, CDISC

pvanreusel@cdisc.org

10 Sept 2020



Better Standards

1. Common Implementation Challenges
2. CDISC 360 Status and Lessons Learned
3. What Follows CDISC 360?



1. Common Implementation Challenges



Today we are here 

TAUGS



• CDISC Foundational models 
provide much needed structure

• Normative Content
• 2 dimensional (tables, columns)
• Standard to represent data

Benefits Today

• The Information itself is not defined
• We do not need new structures
• We need to define

• Entities
• Semantics (meaning)
• Relationships between information
• Rules in the data lifecycle



What is not in the standards?

• Lack comprehensive data meaning and relationships

• Do not describe the transformations and derivations

• Have flexibility that allows for inconsistencies, making scaling automation 
difficult, allowing unnecessary variability

• Are published as text instead of machine-readable content with machine 
executable transformation and derivation algorithms

• Therapeutic Area User Guides provide end-to-end knowledge standardization
• From data collection to analysis
• Analog documents, published as text



Therapeutic Area User Guide Overview

https://www.cdisc.org/standards/therapeutic-areas/disease-area

è 44 Therapeutic Area User Guides in 8 years

https://www.cdisc.org/standards/therapeutic-areas/disease-area


• Provides scope and extent of TA User Guide

• Facilitates communication between 
scientists and data standards experts

Therapeutic Area Concept Maps

è "This is a picture for humans, 
this knowledge does not exist for
machines"



TAUG CRFs and Datasets

è Human readable only



TAUG Analysis Datasets and Results

è Only exists in PDF



2. CDISC 360: Lessons Learned

Piloting, prototyping, testing what works (and what doesn’t)



Biomedical Concepts
The CDISC 360 Project: Adding a conceptual layer to standards

• Evolve from normative to informative standards

• Create and store standards as concepts which create meaning

• Electronically publish data standards as linked metadata

• Add computer executable process metadata which enables end to end automation

• Develop concept-based standard definitions, and test and demonstrate end-to-end 
automation of study specification, data processing, and analysis

è Test and demonstrate, but not building software



Biomedical Concept 



Standardize implementation



Linked derivations & transformations



The Art of the Possible



CDISC 360 – Art of the Possible

• What will follow is a User Experience presentation

• Purpose:  
• Illustrate how the CDISC 360 concept model will enable automation
• For illustration only: CDISC 360 will not deliver software to the industry

• UX presentation link: 
• https://xd.adobe.com/view/93e3e8f6-5b33-405f-4e76-e17af5f29990-e5d2/

https://xd.adobe.com/view/93e3e8f6-5b33-405f-4e76-e17af5f29990-e5d2/




Lessons Learned



• Standards
• Technology
• Project & Team
• Implementation

The not yet achievedThe good The lessons learned



Standards

• Developed working definition 
of Biomedical Concepts in 
the context of CDISC 360

• Developed template maps 
based on ISO 11179

The not yet achieved

• Need well defined standards 
before the metadata can be 
linked

• Analysis Concepts are hard 
to develop, because current 
analyses are not (sufficiently) 
standardized

The good The lessons learned



Technology

• Technology plays a critical 
role

• Modern IT architecture can 
bring agile, scalable 
transformation 

The not yet achieved

• Technical experts dedicated 
to the project are needed

• We did not identify a 
common (technical) 
language to automate 
standard transformations, 
derivations and validations

• CDISC does not have a 
‘sandbox’ Library 
environment to pilot and test

The good The lessons learned



Project

• Lots of smart, motivated 
people

• Growth mindset and diversity 
across team

The not yet achieved

• Strong, dedicated agile 
project manager

• Dedicated staff are needed

• Use case definition and 
scope are critical

• Volunteers provide critical 
input, but difficult to hang on 
to the end

The lessons learnedThe good



Implementation

• Implemented basic Study 
Definition and Design in 
Study Repository linked to 
Schedule of Assessment

• Developed & tested 
metadata elements required 
for automation 

The not yet achieved

• Tool agnostic metadata 
elements work for diverse 
technologies and tools

• Teams sometimes exceeded 
expectations, brought new 
ideas

• Where and when can we buy 
this?  

The good The lessons learned



3. What Follows CDISC 360?
What do we need to add or change to our standards?



Standards Development
• Complete end to end standards

• Data Collection instruments
• Analysis Results 
• Endpoint definitions
• Safety User Guide 

• Collection è Tabulation è Analysis

• Enrich existing standards
• What

• Standardize implementation (analysis results to collection)
• Digitizing Therapeutic Areas User Guides
• Remove unnecessary implementation variability

• How
• Stabilize Analysis concept templates (analysis results to biomedical concepts)
• Stabilize Biomedical concept templates (tabulation to collection)
• Add transformations and derivations content



Standards Delivery
• Evolve library technology and schema

• Refine and test the CDISC 360 models
• Refine and deploy CDISC 360 software tools
• Integrate the CDISC 360 models into the CDISC Library model
• Update the API to add new CDISC 360 model endpoints
• Update the CDISC Library Data Standards Browser to include CDISC 360 content
• Update the CDISC Library standards load software

• Evolve toward collaborative curation
• Develop and rollout governance process
• Create CDISC Library standards development and curation tools
• Develop standards curation training
• Enhance CDISC Library to load community standards implementations



1.0 Complete 
Standards

NOW

5.0 Education and 
Communication

4.0 Collaborative
curation

3.0 Evolve library 
technology and

schema

2.0 Enrich existing 
standards

Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4

Education & Comms

eCRF Portal (Data Collection)

Program management

Analysis Results

TAUGs with Missing Analysis Components

Endpoint Definitions

Safety User Guide

Biomedical Concepts

Analysis Concepts

Education & Comms

Library technology Library technology Library technology Library technology Library technology

Technology

Curation 

Process Updates

Curation Curation Curation 

Setup (Governance process)

Education & Comms Education & CommsEducation & Comms


