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APAC



Housekeeping



You will remain on mute 



Submit questions at any time 
via the Questions tool on your 

Teams app 



Audio Issues? 

First, close and restart your Teams app 
Second, check your local internet 
connection strength 



Webinar Recording 

A recording of this webinar will be available in 
the Public Webinar Archive on the CDISC 
website 



• Intro & Housekeeping
• Thank you Joanne
• Interchange: Denver & Barcelona
• Risk Initiative
• Community Regional Updates:

o China 
o France 
o Italy 
o Japan 

• Change Control Board
• Standard Model V1 Update
• Implementation Guide
• Standard Model V1 Q&A
• Q&A & Closing

Agenda



• Paul Carter, CEO, Montrium; Chair, TMF Steering Committee

• Jason Weinstein, Associate Director TMF, Regeneron, TMF Steering 
Committee Member 

• Rob Jones, Head of Clinical, Arithmostech, TMF Steering Committee 
Member

• Yuto Kanda, Chugai Pharmaceutical Co., Lead of Japan TMF Community

• Donatella Ballerini, Director TMF Strategy, Veeva

• Steph Viscomi, Sr. Director, Clinical Strategy & Operational Excellence, 
Kymera Therapeutics, TMF Steering Committee Member

• Kate Santoro, Sr. Director, Operational Excellence, Intellia Therapeutics

• Liz Farrell, Sr. Director, Compliance and TMF Oversight, Agios 
Pharmaceuticals, Inc., TMF Steering Committee Member

• Donna Dorozinsky, CEO, Just in Time, GCP, TMF Steering Committee 
Member

Speakers



Thank You 
Joanne 
Malia



• 480 Registrants
• 150+ TMF Registrants
• 7 Sponsors, 19 Exhibitors

• THE place to hear about and discuss version1 of the 
Standard

• Excellent agenda covering AI, risk, partnerships and 
much more

• Register today under events on the CDISC website





Jason Weinstein

Risk Initiative



Webinar coming in 
November!

Why it exists
• Regulators increasingly expect a “risk-based approach” to the TMF, but rarely define 

what that means in practice
• The initiative set out to give companies a practical definition and framework

What’s already available
• TMF Risk Management White Paper: personally reviewed by two regulators, with 

their comments incorporated
• TMF Risk Assessment Tool: Excel workbook to identify high-risk areas and records. 

Feedback welcomed.

What’s new
• Risk-based TMF training is being finalized: a 90-min educational teleconference 

with practical example / case study
• Currently targeting November

TMF Risk Initiative Update

Scan for the White Paper



Rob Jones

Community Regional Updates



• Met twice with TMF Regional Groups 
• Introduced CDISC support: Wiki + Email List 

• Agreed to quarterly regional meetings 

• Developing a Regional Group Charter 
• Goal: support current and future regional groups 

• Current groups: China, Denmark, France, Italy, 

Japan, Spain, UK

Community Regional Updates 



• China TMF Community
• Aug 14 CDISC China Day:

• Presentation on AI use cases for TMF management

• Official announcement of establishment for China TMF Community

• 26 members as of today for China TMF Community

Regional Group Updates



French TMF Community update – English version

Contacts: sarah_neglo@hotmail.fr / jramdine@gmail.com

mailto:sarah_neglo@hotmail.fr
mailto:jramdine@gmail.com


Italy Update 



1. JP community’s internal F2F workshop finished on 10June.
• Key topics covered 

• EU interchange feedback
• TMF reference model analysis

• ICH-E6(R3) vs TMF Management

2. JP community site reps members including Yuto did presentation 
about TMF/ISF RM in JP conference for sites in Sep, 
we've got 160+ audiences in the room.

3. Yuto and Mai will present JP TMF community outputs in US 
interchange.

Japan Update 

We talked a lot,
as usual!
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History of CCB
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Future CCB

UPCOMING



31#ClearDataClearImpact



32

#ClearDataClearImpact





Donna Dorozinsky

V1 Standard Update



Two Goals

1. Establish a framework for controlling the evidence of compliance with 

ICH E6(R3)

2. Build a Standard designed for the digital era

We Set Out to Build a Standard for the Next Era of 
the TMF

From Records Management to Evidence Control



• Then:  What documents should be in the TMF?

• Now:  What evidence do we need to demonstrate what happened, 

what was evaluated, what was decided, and that the study was 

appropriately controlled?

The record is the evidence – not necessarily a document

Records Management                 Evidence Control 



We had to establish consistent principles for:

✓What is a Record Type?

✓When are two records actually the same evidence?

✓When does different context require metadata rather than another Record Type?

✓How do we represent evidence across modern systems and study models?

✓How do we create something usable across organizations—not just one way of working?

The challenge was not simply adding or removing 
Artifacts and Sub-artifacts.



V1 Has Been Built by Our Community
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Clare Whitehouse

Courtney Marissa Igne

CShea

Curran Murphy

Dagmar Schadler

David Ives

Dawn Niccum

Deb Oriez

Deborah Castellana

Deepthi Annakula

Denise Moak

Diana Cieraad

Dietmar Rescheleit

Dipak Chaudhari

Donna Dorozinsky

Elaine Shikaze

Eleanor Hewes

Elisa Young

Elvin Thalund

Erin Gainey

Eva Matheu Nijssen

Evgenia Delyagina
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Gabriela Iordache
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German Diaz
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Isabella Smith
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Jeanine Hembd

Jenn Stamper
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Jennifer Escobar
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Jennifer Peacock
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K. Kell

Karen Hue

Karen Roy

Karin Schneider

Karine Renard

Kate Santoro
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Katelyn Richmond

200+ contributors. Different perspectives. One Standard.



V1 Has Been Built by Our Community
200+ contributors. Different perspectives. One Standard.

Katherine Kearney

Kathleen Mellet

Kathleen P. Clark

Katie Kelly

Katie Sousa
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Wshshan
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Yixuan (Iris) Wang

Zameer Abida



• July 2026:  Vendors received an early draft of Zones, Record Groups, 
Record Types

• Mid-October 2026 – Community Review of the TMF Structure

• End October – Community Review of Implementation Guide

• Up Next to complete by end of year

• Finalizing the metadata

• CDISC Definitions

• Public review of definitions with metadata included

• April, 2027 Release of TMF Standard Model V1 with Implementation 
Guide

The Structure is Taking Shape



You WILL see:

Zones → Record Groups → Record Types → Purpose/Descriptions → Study/Country/Site → Subsets

You will NOT yet see:

Fully defined metadata & CDISC Definitions

October Is the Structural Draft — Not the Finished Standard



Common 
language

Consistent 
structure

Evidence-
focused

Digital-
ready

Designed to 
evolve

A Standard Built for What Comes Next

We are not simply updating the TMF Reference Model.
We are building the foundation for how our industry controls study 

evidence in a digital era.



Liz Farrell

Implementation Guide 



TMF SM Implementation Guide

• What the Implementation Guide is:
• Across CDISC, an implementation guide directs the organization, structure, and format of the 

standard and offers standard solutions to implementation issues

A technical companion
• To the Standard Model itself

The rules and principles
• For how the standard is intended to be used

The rationale
• Behind design decisions, and how the model should be interpreted

Baseline rules
• Supporting consistent implementation across the community



• Where we are
• Working group is in place

• First draft of the Implementation Guide is under review

• Revisions are in progress

• What comes next
• TMF SM v1 to be released for public review

• Implementation Guide to be released shortly after 

TMF SM Implementation Guide



SM V1 Q&A



Questions?



Thank You!
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