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=+ Inaugural CDISC TMF Interchange in Baltimore

» 156 registered attendees (Target 150) Attendees

« 79 companies represented:

- 35Pharma

L + 9CRO

- 16 Vendors = CDISC
“ o 12 exhibitors CRO

e g . = Government
“.ist < Exceeded target income Sites

= Consultants

NEW ANNUAL CONFERENCE

2023

® Pharma

= VVendors
CDISC TMF

INTERCHANGE

28-29 SEPTEMBER
BALTIMORE




Meet the Speaker

Karen Roy

Title: Co-Founder and Chair of the TMF Reference Model
Steering Committee

CDISC Consultant

Organizations: TMF Reference Model and CDISC




Disclaimer and Disclosures

* The views and opinions expressed in this presentation are those of the
author(s) and do not necessarily reflect the official policy or position of
CDISC.

* | consult for CDISC!

cdisc
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. M . Trial Master File

" < Reference Model

Where did the journey start?
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Development of the TMF Reference Model

DEVELOP
A INNOVATE
ADVANCE

Multiple releases including

Document & Records Management
Community

Regulator feedback,

Investigator Site Files,

L L
g Devices, Process based cd Isc
j metadata. Workgroups E U

established Forward to Compliance
2009 to 2010 2014 to 2021
© Separated from DIA ©

"' Initial meeting in 2009 2011 to 2013 Formalization with a 2022 onw ards
i1 with first version being Steering Committee.
. I released in 2010 Release of the
o a Exchange Mechanism
Specification and
i com Version 3



Mission: To develop and supportglobal, platform -

The TMF RM is now part of CDISC S ey b mprovemedcal ossaranand

. related areas of healthcare
bieod @ e
GLOBAL NON-PROFIT RECOGNITION BY ABILITY TO EXTEND THE FRAMEWORK FOR
CLINICAL RESEARCH REGULATORY TMF METADATA AND STANDARDS
STANDARDS AGENCIES PROVIDE IN MACHINE DEVELOPMENT
DEVELOPMENT READABLE FORMAT LIFECYCLE
ORGANIZATION WITH 40+
STAFF

EEgSQTE'g%IEgM MARKETING AND EVENTS
TRAINING STANDARDS TO REMAIN FREELY
AVAILABLE



cdisc

E—

,}:szres & Healthcare products
Jiatory Agency

ICH E6 (R3) Appendix C

Michelle Gabriel, GCP Inspector
18 July 2023
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W here is the TMF
Reference Model at
today?

The reference model itself is an Excel
spreadsheet

We need to be able to better map the TMF
RM to other standard and models

‘We need to expand the reference model
in terms of metadata

We have developed an initial standard for
eTMF Interchange: the EMS (Exchange
Mechanism Standard)

We are already embarking on our CDISC
journey to standardisation!




TMF Standards Sub-Group

» Established in December 2022

it » Willoversee the move of the TMF Reference Model from a de-
fent facto standard to a formal standard

s e 4 |nitiatives:

bt - Migration of TMF RM to CDISC Library

« Evolution of EMS/Interoperability

« TMF RM Standard Alignment and Management
* Development of Controlled Terminology and alignment with ICH M11



TMF RM Standard Alignment and Integration

+ .+ + The CDISC vision is for TMF to be full integrated into the standards
... landscape

...+ As DDF and ICH M11 standards evolve, we will align and integrate
= the CDISC TMF RM Standard

« We have initiated a project with the NCI-EVS team to develop and
align controlled terminology for TMF

cdisc



Using M11 and DDF to drive the eTMF

£ TMF RM Standard Structure, terms and metadata
Many of these systems
contain data and artifacts that
are TMF relevant or that could
drive TMF completeness

Key parameters about the clinical trial drives
which artifacts we should expecti.e. Interim
Analysis, randomization etc.

\ 4

A

Parameters

M11
A Digital

Protocol I —

By mapping the TMF
RM artifacts to M11 we

Digital Dataflow leverages the Digital
protocolto distribute protocolinformation + Timeliness

+ Completeness

to all downstream systems using Digital (t:)andpa_lviglzjate the ITMF
Data Flow and the Unified Study y digital protoco
Definition Model (USDM) standard

+ Quality
+ Inspection Readiness

d-- Controlled Terminology across all standards facilitates
CaIs understanding of terms and identification of artifacts
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The Future
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Thank you!
kroy@cdisc.org
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