
13:30 - 15:00
Session 3A: Track A - 

Validation
Location: Symphony I, 

Lobby Level

Session 3B: Foundational 
Standards (ADaM, CDASH)

Location: Symphony II,
Lobby Level

Session 
Sponsor

Session 3C: AI 
Innovation Challenge                           
Location: Symphony III, 

Lobby Level

Session 
Sponsor

Session 3D: The Impact of 
Version 4 (TMF Track)

Location: Starstruck, 
Mezzanine Level

Session 3E: TMF Culture and 
Engagement (TMF Track)

Location: Blackbird Studio A&B, 
Mezzanine Level

13:30 - 14:00
Insights on Data 
Conformance Rules: 
Lessons from TIG v1.0

ADaM Pet Peeves: Things 
Programmers Do That Make 
Us Crazy

13:30 - 13:45 TCS Demonstration 13:30 - 14:00
The ISF Reference Model: 
What You Need to Know 
About It!

Saddling Up on the TMF Culture 
Trail

14:00 - 14:30 CORE Update and      
Open Rules

Derived Parameters: Best 
Practices to Ensure Clear 
Sightlines to Traceable Data

13:45 - 14:00
14:00 - 14:10

Use Case #1 Winner
Use Case #1 Runner-Up 14:00 - 14:30

Navigating eTMF 
Complexity in Real-World 
Data Research

The Japanese TMF Community

14:30 - 15:00
Towards 360i, or at least 
180i: A Validation 
Perspective!

Enhancing Data Collection in 
Clinical Trials: Tips, Best 
Practices and Real-Life 
Applications

14:10 - 14:25
14:25 - 14:35

Use Case #2 Winner
Use Case #2 Runner-Up 14:30 - 15:00

Defining TMF in the Digital 
Era - Balancing Essential 
Records Management with 
Modern Digital Solutions

Panel Discussion: Why A Strong 
TMF First Culture Leads to a 
Successful Inspection

14:35 - 14:50
14:50 - 15:00

Use Case #3 Winner
Use Case #3 Runner-Up

15:00 - 15:30 Afternoon Break, Symphony Foyer - Lobby Level

15:30 - 17:00
Session 4A: Digital Study 

Design
Location: Symphony I,

Lobby Level

Session 4B: Transformative 
Vision of Data Collection 

and Delivery
Location: Symphony II, Lobby Level

Session 4C: Regulatory Submission
Location: Symphony III, 

Lobby Level

Session 
Sponsor

Session 4D: The Impact of 
Version 4

Location: Starstruck, 
Mezzanine Level

Session 4E: Partnerships in TMF 
Management

Location: Blackbird Studio A&B, 
Mezzanine Level

15:30 - 16:00
From Synergies to Risks: 
AI's Impact on 
Automated Study Build

Transforming the Creation 
of Study Instance Metadata 
using a Metadata Repository

AstraZeneca RTOR Standards 
Implementation 15:30 - 16:00 Computerised System 

Records and the TMF
Performing TMF QC Oversight: A 
Sponsor's Perspective

16:00 - 16:30

Accelerating Digital Data 
Flow through Connected 
Standards-Driven 
Automation and AI

Improving Population 
Health Outcomes through 
Enhanced Clinical Data 
Capture and Standardization

Collaborating on Standards: An 
Approach to Harmonizing Vaccine 
Regulatory Submissions

16:00 - 16:30
Metadata Matters: 
Standardising Metadata in 
the TMF RM V4

Enhancing Sponsor & External 
Service Provider TMF 
Management through Budget and 
Scope Alignment

16:30 - 17:00
Are You Ready? 
Starting Your Digital Protocol Transformation
& Panel Discussion

A Comprehensive Review of Data 
Traceability & Standardization in 
Regulatory Submissions: Lessons from 
the Study Data Submission Plan (SDSP) & 
Variations Among FDA, PMDA, & NMPA

16:30 - 17:00
Getting Ahead of the Curve: 
Strategic Planning for the TMF 
RM V4 Implementation

Building Smarter TMF 
Completeness Processes: A 
Framework for Better CRO and 
Sponsor Oversight

18:15 - 21:45 Interchange Evening Networking Event - General Jackson Showboat (Must Preregister to Attend)

7:00-16:30  Registration/Check-In - Lobby   |   8:00-9:00  Breakfast, Symphony Foyer - Lobby Level   |   8:00-17:00  Exhibition, Symphony Foyer - Lobby Level & Starstruck Gallery - Mezzanine Level
9:00 - 10:30 Session 1: Opening Plenary  (All Attendees), Location: Symphony Ballroom, Lobby Level
9:00 - 9:10 25th Anniversary Welcome!

             

9:10 - 9:15 TMF Welcome  
9:15 - 9:20 CDISC Welcome
9:20 - 9:55 Lemons or Lemonade - One Perspective of Living with Young Onset Parkinson’s Disease

9:55 - 10:30 AI in Clinical Research: Balancing Innovation with Ethics and Oversight
10:30 - 11:00 Morning Break, Symphony Foyer - Lobby Level

11:00 - 12:30 Session 2, CDISC Plenary - 360i Vision & Roadmap
Location: Symphony Ballroom I & II, Lobby Level

 

Session 
Sponsor

          Session 2, The Future of TMF (TMF Track)
       Location: Symphony Ballroom III, Lobby Level

11:00 - 11:30 CDISC 360i: Value of Transforming our Standards and Process to Drive Clinical Research 11:00 - 11:15 TMF Introduction
11:30 - 12:00 CDISC State of the Union and the 360i Art of the Possible…What the Future Could Look Like 11:15 - 11:45 Setting the Scene for Version 4
12:00 - 12:30 CDISC 360i Project Update: Demonstrating Progress in Driving the Automation Transformation 11:45 - 12:30 The Future Unfolded: V4 of the TMF Reference Model
12:30 - 13:30 Lunch, Symphony Foyer - Lobby Level
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Interchange Evening Networking Event, Uptown Geneva (Must Preregister to Attend)

2025-US-TMF-Interchange-Slack-Group

View the 
Online 

Program

Join CDISC
Events Slack

Group

2025-US-TMF-Interchange-Program



7:00 - 17:00  Registration, Symphony Foyer - Lobby Level   |      8:00-9:00  Breakfast, Symphony Foyer -  Lobby Level    |     8:00 - 15:30  Exhibition, Symphony Foyer - Lobby Level & Starstruck Gallery - Mezzanine Level

9:00 - 10:30
Session 5A: 360i, Part II
Location: Symphony I, 

Mezzanine Level, 
Lobby Level

Session 5B: What's New in 
SDTMIG 4.0 and SDTM 3.0

Location: Symphony II,
Lobby Level

Session 5C: Innovation in Clinical 
Trials, Part I

Location: Symphony III,
Lobby Level

9:00 - 10:30
Session 5D: Risk Based 

Approaches
Location: Starstruck,

Mezzanine Level

Session 5E: TMF Interoperability
Location: Blackbird Studio A&B, 

Mezzanine Level

9:00 - 9:30 CDISC 360i & OpenStudyBuilder: 
From Vision to Implementation What's New in SDTM 3.0 The AI Imperative: Accelerating the 

Pace of Standards Development 9:00 - 9:30
What Does a Risk Based Approach 
Really Mean? Summary of the TMF 
RM Risk Initiative

Don't Fear the Audit Trail: It's Your 
TMF's Insightful BFF

9:30 - 10:00
Analysis Concepts Definition: 
Initial Perspectives from the 
CDISC Working Group

What's New in SDTMIG 4.0
Digitally Decentralized: 
Reengineering Clinical Trials with 
Technology at the Core

9:30 - 10:00
TMF Risk Management: Developing 
A Plan for Mitigating Risk 
Identified by the CDISC Risk Tool

Breaking the Silos: TMF Integration 
Across the Trial Ecosystem

10:00 - 10:30

Considerations for 
Implementing CDISC ARS: 
Balancing Flexibility and 
Standards

An Overview of Demographics 
for Multiple Participations (DC): 
A New Domain in SDTMIG V4.0

Can ChatGPT Write CDISC Open Rules? 
Well, Now It Can! 10:00 - 10:30

Redefining Risk: Leveraging 
Clinical Data and Critical to 
Quality Factors (CTQs) to Drive 
Compliance in the R3 Era

Panel Discussion: The Invisible 
Compliance Threat - How Ancillary 
Systems Could Undermine Your 
eTMF

10:30 - 11:00 Morning Break, Symphony Foyer - Lobby Level

11:00 - 12:30
Session 6A: 360i Roundtable & 

What's Next
Location: Symphony I,

Lobby Level

Session 6B: New Data Sources 
(RWD)

Location: Symphony II,
Lobby Level

Session 6C: Innovation in Clinical 
Trials, Part II

Location: Symphony III,
Lobby Level

11:00 - 12:30
Session 6D: Migrations / EOS  

(TMF Track)
Location: Starstruck,

Mezzanine Level

Session 6E: TMF Management (TMF 
Track)

Location: Blackbird Studio A&B, 
Mezzanine Level

11:00 - 11:30
A 360i Roundtable Discussion 
including a deeper dive on the 
360i Teams and Objectives as 
well as interactive roundtable 
discussion on different topics 
such as:
• Analysis concepts
• Business case and adoption
• Technology enablement
• How to solve the more 

challenging components of end 
to end to connected standards

RWD Lineage: A CDISC Standard 
for Reliable Real-World Data 
(RWD)

A Self-Structing Approach to Acquiring 
and Traversing JSON Extracts from the 
CDISC Library

11:00 - 11:30 The Remix: Reworking Data for 
Modern TMF Migrations

How Pfizer is Modernizing Its TMF 
Strategy for Efficiency and 
Collaboration

11:30 - 12:00
Incorporating Digital Health 
Technology (DHT) Data in SDTM: 
Challenges and Examples

The Omics Standards Landscape and 
the Connection with CDISC 11:30 - 12:00

Acquisition Migrations: 
Weathering the Storm - The 
Voyage to TMF Ownership

From Insight to Impact: Driving 
Resilient and Compliant TMFs 
through Smarter Decis ion Making

12:00 - 12:30 Don't Leave Encounters with 
Real-World Data to Chance

Open to Integration: A Case Study on 
Open Source Tools for ISS Harmony 12:00 - 12:30 Good Practice Approaches to Retaining 

Essential TMF Records and Data
Blueprint for A Successful TMF 
Rescue

12:30 - 13:30 Lunch, Symphony Foyer - Lobby Level / Poster Session, Lyric Room - Lobby Level

13:30 - 15:00 Session 7: CDISC Plenary - Evolving Data Standards Role in Digital Age
Location: Symphony Ballroom I & II, Lobby Level 13:30 - 15:30 Session 7: TMF Plenary - The Future of TMF (TMF Track)

Symphony Ballroom III, Lobby Level

13:30 - 15:00

Speakers and Panelists:
- Jonathan Chainey, Roche, CDISC Board Member                                 - Tushar Sakpal, Novartis
- Miho Hashio, GSK                                                                                          - William Standen, Eisai
- Brooke Hinkson, Merck, CDISC Board Chair                                           - Nicole Thorne, BMS
- Shannen McGinnis, Amgen                                                                         - Aatiya Zaidi, Gilead
- Rhona O'Donnell, Novo Nordisk, CDISC Board Member

13:30 - 14:00 Presentation of the CDISC TMF Reference Model Roadmap

14:00 - 14:30 Ted Talks: ICH E6 R3 Impact on TMF

14:30 - 15:00 Panel Discussion: Is AI Real in the TMF World

15:00 - 15:30 Afternoon Break, Symphony Foyer -  Lobby Level

15:30 - 17:00 Session 8: CDISC Closing Plenary
Location: Symphony Ballroom I & II, Lobby Level 15:30 - 17:00 Session 8: TMF Closing Plenary - The Future of TMF (TMF Track)

Symphony Ballroom III, Lobby Level

15:30 - 17:00 CDISC Closing Plenary 15:30 - 16:00 TMF Version 4: Who's Afraid of Becoming a Digital TMF? The Challenges 
and Opportunities in Moving to the Next TMF Digital Standard

16:00 - 16:30 ICH M11 - What Does this Really Mean to TMF

16:30 - 17:00 Panel Discussion: The Plan for Implementing Version 4

THANK YOU TO OUR SPONSORS
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