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Reflecting on the Past 25 Years…
Predicting the Next 25

Chris Decker, CDISC CEO



Innovation and Disruption in the Last 25 Years…
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2000 2005 2010 2015 2020 2025

Digital Dawn Mobile & 

Cloud Boom

AI, Apps, & On-

Demand
AI Expansion & 

New Realities

Generative AI & 

the Metaverse



What Will the Next 25 Years Look Like…

Well let’s ask Chat GPT….

What will be the most disruptive changes in 
technology and innovation in the next 25 years? 
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What has OUR Last 25 Years Looked Like?
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2000 2005 2010 2015 2020 2025



30 years ago…
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Collect data on 
piece of (virtual) 

paper

Extract and 
transform

Write some 
Excel specs

Transform again
Write some 
Excel specs

Transform again
Rinse and 

Repeat
Double program Fill out checklist Transform again

Do the analysis
Someone else 

does the 
analysis

Compare and fill 
out another 

checklist

Create some 
manual 

traceability docs

Write more docs 
to explain what 

you do 

Cobble it 
together 

Submit and hope 
someone 

understands it
And has anything really changed…? 
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Building the Future: CDISC 360i Phase 2
Peter Van Reusel

Chief Standards Officer

CDISC



360i Goals



360i Goals

• Define end to end standards
• Digitalize information from protocol to reporting

• Link concepts to representation standards
• Forms definition, eDTs, DHT, SDTM specs, ADaM specs, TFL specs, …

• Enrich with transformation & derivation logic

• Study design & build
• Select concept and concept groups in digital Schedule of Activities

• Automates study build
• Forms definition, SDTM specs, ADaM specs, TFL specs, …

• Automate data flow 
• Demonstrate end to end automation 

• Starts with linking Schedule of Activities to Concepts (and Concept Groups)

• Automate transformations & derivation between data states 
• Collection, tabulation, analysis, results
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Art of the Possible
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360i Phase 2: draft plan



Analysis Concepts

• What is an Analysis Concept?
• Collection of standardized configurable elements & methods that are needed to describe a 

final output or answer a clinical question

• Standard definitions in a digital statistical analysis plan

• What is the purpose of an Analysis Concept? 
• Supports configuration and automation of analysis

• Informs what needs to be collected to answer the clinical question

Change in ADAS-Cog at Week 24 based on an ANCOVA model, which includes the 

baseline score, site, and treatment as continuous variable

covariates 

statistical method endpoint timingBC

Example 



Working Towards a Logical Model
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Change in ADAS-Cog at Week 24 based on an ANCOVA model, which includes the 

baseline score, site, and treatment as continuous variable

covariates 

statistical method endpoint timingBC



360i Phase 2 draft plan 

• Address gaps identified in Phase 1 to connect Biomedical concepts to operational 

artifacts

• Decide how and where to handle operational metadata

• Identify requirements for the next generation CDISC Library

• Define and pilot analysis concepts to generate analysis artifacts (ADaM datasets, TFLs, 

eSAP, …)

• Establish digital data transfer agreements ‘standard’ and pilot the generation from 

USDM

• Partner with vendors and open-source community to create a basic open-source tool to 

author the digital Schedule of Activities and linking to Biomedical Concepts from the 

CDISC Library

• Create and publish all content for an end-to-end digital TAUG and playbook on how to 

implement

• Partner with community to define an operational model for BC collaborative curation

• Accelerate development of concepts (BCs, ACs, end to end TAUGs,…)  
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Relentless Collaboration



CDISC Leadership Q&A



CDISC Leadership – QR CODE
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Reflections from a CDISC Board Member

Brooke Hinkson, 2025 CDISC Board Chair



Thank You and Parting Words

Nicole Harmon, PhD, CDISC COO



Thank you for sharing 25 years with CDISC



Thank you to our Sponsors



Thank you to our TMF Program Committee & NA3C 

Jennifer Duff Merative

Kent Letourneau ICON

Mary Dolegowski SAS

Srinivasa Rao Mandava Merck

Harivardhan Jampala Fortrea

Asif Karbhari AstraZeneca

Erin Mulhbradt NCI EVS

Donna Sattler

Dawn Niccum Inseption

Donna Dorozinsky Just In Time GCP

Gillian Gittens Transperfect

Jamie Toth BeOne Medicines USA Inc.

Jim Horstmann Veeva

Joanne Malia Regeneron

Karen Roy n/a

Lisa Mulcahy Mulcahy Consulting

Paul Fenton Montrium

Suzanne Turner Ice Consulting

Wendy Trimboli Acadia Pharmaceuticals

Bryan Souder Merck

Liz Farrell Agios

Richard Shore Eraneos

Rob Jones Cencorra

Nick Hargaden Merus

Kathleen Mellet Just in Time GCP

Nominations open for NA3C 

Nominations@cdisc.org
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ENGAGING OUR GLOBAL COMMUNITY



CDISC Members are a Global Community

2
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CDISC Education

cdisc.org/education

3

0

https://www.cdisc.org/education


Education Focus Groups October 28 and November 5

Discussion: 

• Explore supporting evolving industry needs. 

• Seek diverse perspectives for future of CDISC 
Education. 

• Gain insight into emerging training needs and 
engagement strategies.

• Identify barriers to training participation

Participants:

Heads of Standards, Heads of Statistical 
programming, Heads of Data Management, Head 
of Data Science, Head of Digital Technologies, 
Head of Clinical Operations, Head of Biometrics

Details:

Two virtual, small-group sessions

Email membership@cdisc.org to sign up
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CDISC is focused on listening and engaging 

with our Global Community in many ways. 

We invite you to nominate a participant from 

your company to join a strategic, small-

group discussion focused on shaping the 

future of CDISC education and training.

mailto:membership@cdisc.org


Alliances and Partnerships Landscape
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POSTER WINNERS
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BINGO WINNERS
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Upcoming 2026 Events

3
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Announcing 

Dates Soon:

Asia Pacific

CDISC 

Events!



Thank You So Much for Joining Us This Year!


