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Innovation and Disruption in the Last 25 Years…
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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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https://chatgpt.com/


What has OUR Last 25 Years Looked Like?
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Realizing the CDISC Mission
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Potential AI 
Use CasesUse Cases 360i Can Enable 
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And many more use cases exist…
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Vision for the TMF Reference Model

Paul (Fenton) Carter 
CEO, Montrium; Chair, TMF Reference Model Steering Committee Chair
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A Vision for the Future

A Vision for 
the Future
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CDISC 360i and State of the Standards
Presented by Peter Van Reusel, Chief Standards Officer, CDISC



Meet the Speaker
Peter Van Reusel
Title: Chief Standards Officer
Organization: CDISC

Peter Van Reusel provides executive leadership to the development and 
implementation of clinical standards in line with CDISC’s strategy and 
operational plans, working closely with the President and CEO, as well as 
CDISC staff and stakeholders. He has over 20 years’ experience in senior 
roles in pharma and at CROs, providing standards expertise and carrying 
out other standards work in various organizational settings. A long-time, 
CDISC-authorized instructor, Peter has helped significantly in developing 
CDISC training courses.

Peter is also an active PHUSE collaborator.



Agenda
1. CDISC 360i launch
2. State of the Standards



CDISC 360 Launch Activities
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Phase 2 pre-work includes defining Analysis Concepts



Phase 1 Milestones
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• Scope: Safety (study 1), 
DILI (study 1 amendment), 
and breast cancer (study 2) 
studies/data.

• Study 1 Amendment:
• Include DHT and DILI
• DHT & DILI Data
• DHT & DILI BCs
• FHIR to SDTM 

Mappings
• Deliverable: Initial 

preconfigured study 
package (study definitions 
through SDTM)

Study 1 - LZZT

Study 1 - Amendment(s)

Packaging

Study 2 – Breast Cancer



360i Operational Team

5/20/25 27

Operational Steering Committee

Parallel Focus Teams

Reviewers

Program 
Manager • Charles Shadle

CDISC 
Executive 

Team

• Chris Decker
• Peter Van Reusel
• Nicole Harmon
• Julie Smiley

Co-Leads

• Sam Hume 
• Bess LeRoy 
• Anthony Chow 
• Dianna Di Russo
• Christine Connolly
• Mikkel Traun 
• Nicolas De Saint Jorre
• Valerie Mildred Sheft
• Jeremy Teoh 

Design

• Co-Leads
• Mikkel Traun
• Valerie Sheft
• Bess Le Roy
• Sam Hume

• Team Members
• Aimee Basile
• Katja Glaß
• Liladhar Talele
• Mercidita Navarro
• Santhosh Karra
• Tanja Petrowitsch
• Vaibhav Joshi
• Yogesh Kumar Gupta

Build

• Co-Leads
• Nicolas de Saint 

Jorre
• Bess Le Roy
• Sam Hume

• Team Members
• Abdul Lokhandvala
• Anu Eldho
• Chaitanya Pradeep 

Repaka
• Chandra Pettiford
• Meilu Nolan
• Ningappa Kan
• Praveen K N
• Q. Crystal Bergsma
• Sarah McLaughlin
• Saravanan 

Kandasamy
• Vaibhav Joshi
• Valerie Finnemeyer

Run

• Co-Leads
• Jeremy Teoh
• Dianna Di Russo
• Christine Connolly
• Anthony Chow

• Team Members
• Athenkosi Nkonyeni
• Ben Wang
• Marc Nuez
• Mike Molter
• Rie Ichihashi
• Xiaopeng Li

BC 
Curation

CDISC 
Open Rules

Analysis 
Concepts

TMF Digital 
Model
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360i Early Progress

Logistics

• Initiative kicked off
• Team leads 

assigned
• Volunteers assigned
• Team meetings
• Tasks in Jira
• Project organization
• Team training

Deliverables/PoCs

• GitHub repo
• Code to load LZZT 

data
• Code to run pipeline
• CRF in ODM
• ODM-XML validation
• HTML version of 

CRF
• USDM Rules
• Synthetic data
• SDTM TDM 

datasets

Community 
engagement

• Tech vendor 
roundtable

• 360i Advisory 
Council

• TransCelerate DDF
• Call-to-vendors

Session 4A: CDISC 360i



Standards update 2025 
Main activities and deliverables over the past 6~12 months



eProtocol Timeline

2019 2021

July:
Start USDM Phase 1

2023

February: 
ICH M11 Comment Period Closed

2020

March & April:
TransCelerate DDF Hackathon

2022

October:
Start USDM Phase 2

2024 2025 2026

Acronyms
DDF: Digital Data Flow
USDM: Unified Study Definitions Model
ICH: International Council for Harmonisation
M11: Clinical electronic Structured Harmonised Protocol (CeSHarP)

Phase 1 Phase 2 Phase 3 Phase 4

November:
TransCelerate DDF Webinar

July:
Start USDM Phase 3

June:
USDM v2

ReviewInitial Development Further Development

July:
USDM v1

September:
ICH M11 Released

USDM

M11

April:
USDM v3 &

Phase 4 Scoping

Q4:
Updated ICH M11 

Specifications

Q1:
USDM v4

Q4:
ICH M11 

Specifications
Q2:

FHIR 
Specification 

Released

Phase 5

HL7 VULCAN 
Connectathons

June 2018



DDF Evolution:
Phases One to Four

PHASE ONE PHASE TWO PHASE THREE

USDM Data Model

API Specification

CDISC Controlled Terminology

Implementation Guide

Test Files

Conformance CORE Rules 

July 2021 – 
July 2022

Oct 2022 – 
Sep 2023

July 2023– 
May 2024

CDISC’s USDM 
Reference 

Architecture

TransCelerate’s 
SDR & 

Implementation 
Support

Study Definitions Repository (SDR)

Common Protocol Template (CPT) 
Interface Tool – POC 
Implementation Architecture 
Scenarios Toolkit

Persona Toolkits (MW, DM, IT)

Cloud Agnostic SDR – POC  

PHASE FOUR
Apr 2024– 
1Q 2025

Still ApplicableLegend
Session 3A: Digital Data Flow



Plus:
• Compressed Dataset-JSON
• Dataset-JSON v1.1 API spec
• ODM v2.0 JSON representation

Foundational Standards



QRS Portal (planning)

• Digitizing QRS Supplements

• QRS Package
• Biomedical Concepts
• Controlled Terminology
• Digital CRF content - PDF, metadata spreadsheet, ODM file
• Digital SDTM & ADaM content

• Targeting 2025 for the first QRS package release
• 6 Minute Walk Test

33#ClearDataClearImpact



• Total BCs = 568; Total SDTM 
Specializations = 470

• Current focus  
• Support for 360i
• QRS instruments
• Digital Health Technologies
• CDASH implementation layer
• FHIR implementation layer 

• Initial planning for Collaborative 
Curation BCs from our community

• First BC Training Course in developed 
and delivered at the European 
Interchange

Biomedical Concepts

Session 7A&B: AC/BC Highway to Automation



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 



Why Develop Analysis Concepts?

• Reduces ambiguity
• Analysis Concepts with standardized metadata structure enforce precision in specifying 

analysis settings and assumptions

• Enables machine-readable analysis plans 
• Analysis Concepts structured as metadata rather than narrative text, can be directly linked to 

statistical programming code

• Supports traceability
• Analysis Concepts help maintain clear linkage between protocol objectives, endpoints, and 

the specific analytical methods applied

• Streamlining collaboration
• Analysis Concepts provide a common language between statisticians, clinicians, data 

managers, and other stakeholders

36



Working Towards a Logical Model

37

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

Session 7A&B: AC/BC Highway to Automation



eTFL Portal
• Launched in October 2024 in collaboration 

with Clymb Clinical
• 12 initial packages 
• Based on safety analysis displays from the 

ARS v1.0 User Guide and and the FDA 
Standard Safety Tables and Figures 
Integrated Guide.

• Each Package contains
• Analysis overview, design considerations, 

and TFL preview

• Download 

• ADaM Dataset and Metadata

• ARS Metadata 

• Analysis Results Dataset 

• Display

Session 5B: Analysis Results Standards



TIG Submission Pilot Project

39

Up to 9 
organizations

Minimal reviewable package 
(MRP) for FDA

MRP validation 
and feedback

Initiate Standards Adoption 

All comers!

Future State for Collaboration 

Document Framework

All comers! Develop and access Community resources

Educate for Adoption of Standards
2025 Feb - 2026 May

2025 Feb - 2026 May    

2025 Dec - 2026 May    

CDISC Tobacco Implementation Guide (TIG) Team:  FDA CTP, Industry, and CDISC

Enable standards adoption and realization of efficiencies through hands-on experience & support. 



Digital Health Technologies (DHT) Initiative
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https://dimesociety.org/get-involved/library-of-digital-endpoints/

https://dimesociety.org/glossary/

Library of Digital Endpoints

Glossary

https://datacc.dimesociety.org/digital-
measures-physical-activity/all-core-
measures/

Core Measures

Alignment of Digital Medicine Society (DiMe) and CDISC Resources



Digital Health Technologies (DHT) Initiative

Deliverables

41

1. Key Concepts 
• Common in research
• Visualization with 

relationships, controlled 
terminology

2. Best Practices 
• For using aligned 

resources with DHTs

3. Informative Examples
• Community reference & comment
• Use cases

• Continuous glucose 
monitoring

• Physical activity
• Sleep
• Heart rate
• Nocturnal scratch

• Provisional biomedical concepts 
and controlled terminology

Digital Health 
Technologies 
(DHT) Portal 

CDISC 
Knowledge Base

Q4 2025



CDISC Open Rules & CORE

• New release: v0.10.0 05MAY
• Most important enhancements

• Almost full support for TIG
• Full functional support for custom rules 

execution
• PyPi and Docker Implementation Support
• Robust Test Suite integrated within CI/CD 

pipelines to ensure reliability

• Open Rules target for v1.0
• SDTMIG 3.3, 3.4 (n=509)
• SENDIG 3.1.1 (n=312)
• FDA Business Rules (n=292)
• TIG v1.0*(n=487)
• USDM v4.0*(n=208)

42Session 5A: CDISC Open Rules



Dataset-JSON
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1st DSJ 
Hackathon

SEP 2022

DSJ Pilot 
Kickoff

JUL 2023

DSJ v1.0 
Released

AUG 2023

2nd DSJ 
Hackathon 
(API)

SEP 2023

DSJ v1.1 
Kickoff

MAY 2024

Final Pilot 
Report

JUN 2024

3rd DSJ 
Hackathon 
(Viewer)

OCT 2024

DSJ v1.1 
Released

DEC 2024

DSJ API draft
Compressed 
DSJ draft

MAY 2025

FDA DSJ 
comments due

JUN 2025

Session 3C: Innovation Showcase



CDISC
Education
MAY 2024-2025

LHEA: Designing 
Research FAIRly 

Pediatrics User 
Guide v1.0

SDTM Theory 
Japanese Translation

TMF for DMs, 
Biostats, and 
Programmers 

ADaM Advanced + 
Implementation

SDTM Advanced + 
Implementation 

ARS + 
Implementation 

CDISC Open Rules 
+ Implementation 

Dataset-JSON + 
Implementation 

SDTM in Action 
OnDemand

Understanding 
USDM 

Biomedical Concepts 
+ Implementation

12 New 
Trainings 
Published
3 Trainings 
Premiering 
In Geneva



Thank You!

Join Us in Building the Future:
• Engage with CDISC 360i working 

groups
• Test, pilot, and provide feedback on 

new models and tools
• Support the adoption of open digital 

standards

Together, we are breaking down silos 
to deliver faster, smarter, more 
connected clinical research.

45#ClearDataClearImpact


