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Reflecting on the Past 25 Years...
Predicting the Next 25

Chris Decker, CDISC CEO
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Innovation and Disruption in the Last 25 Years...
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" What Will the Next 25 Years Look Like...
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Well let’'s ask Chat GPT....

.......

-+ technology and innovation in the next 25 years?

What will be the most disruptive changes in
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What has OUR Last 25 Years Looked Like?
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Bt e Collect data on : _

s : . Extract and Write some : Write some
: e plecep(;fp(g;rtual) transform Excel specs g Transform again Excel specs
.. Rinse and
Tl Repeat Double program

Someone else Compare and fill Create some Write more docs
Do the analysis does the out another manual to explain what
analysis checklist traceability docs you do

Cobble it Submit and hope

%.4°
together someone And has anything really changed...? Yl

understands it




W. Edwards Deming .
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Building the Future: CDISC 360i Phase 2

Peter Van Reusel
Chief Standards Officer
CDISC



360i Goals




e

e

e

e

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

cdisc

cdisc
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Art of the Possible




Welcome Back!

Enter your credentials to access your account

User Name
. JSmith@company.com
ST Password

FdededRdodeR

e N Forgot password?

Eivetond The Future of the Clinical Study Design is Digital

Is Your Organization Ready?

@ rvans %)
“ Don't have an account? Sign up
@
W Get Started with USDM Onboarding €
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Home > Statistical Output Creation

e Plan Schedule of Activities

Review the generated Schedule of Activities for the Breast Cancer Randomized Study and make
-0 any necessary adjustments.
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Home > Statistical Output Creation
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360i Phase 2: draft plan




“."  Analysis Concepts

3}-;ff§“jf - 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?
toxigins] - Supports configuration and automation of analysis
- Informs what needs to be collected to answer the clinical question

endpoint ! m | statistical method |

L Change n{ADAS Co atheek 24|based on anlANCOVA modeII which includes the
baseline score, site, and treatment as continuous variable
3 covariates

Example
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. Working Towards a Logical Model
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Change nlADAS Co atheek 24|based on anlANCOVA modell which includes the

baseline score, site, and treatment as continuous variable

3 covariates
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360i Phase 2 draft plan

G » Address gaps identified in Phase 1 to connect Biomedical concepts to operational
R artifacts

‘ » Decide how and where to handle operational metadata

* ldentify 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
et 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
iImplement

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

» Accelerate development of concepts (BCs, ACs, end to end TAUGs,...)
Cd I$ #ClearDataClearlmpact 10
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CDISC Leadership Q&A




Q & A Session

Scan this QR code
to submit questions
real time via your
phone or laptop.




Reflections from a CDISC Board Member
Brooke Hinkson, 2025 CDISC Board Chair




Thank You and Parting Words
Nicole Harmon, PhD, CDISC COO
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All Year!

ANNIVERSARY

Celebrating 25 Years...
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Thank You
To Our
Sponsors &
Exhibitors

#cdisc2025us

SPONSORS
GLOBAL RUBY SPONSOR RUBY RUBY SAPPHIRE
... . . B
tcs oneuaney & JustinTime® CCNCOra nucleus
SERVICES GCP Pharmalex

SAPPHIRE SESSION SPONSOR

< faro ()saama EGNYTE (&

EXHIBITORS
WCLYMB CHAMS
A CLINICAL PINNACLE SGS ORACLE
TRANSPERFECT :ii: Agatha cencora  montrium

Pharmalex

» tQJS :’O.Just inTime’ tm CONSULTANCY &\) o Arki\[um
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Thank you to our TMF Program Committee & NA3C

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 Justin Time GCP

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

Nominations open for NA3C

Nominations@cdisc.org



ENGAGING OUR GLOBAL COMMUNITY

Standards Transform Clinical Research
Membership Join Our Global Community  [GreIg
Education Learn CDISC From CDISC o
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Global Reach
A World
Of Opportunity

450+ Members impacting global
health across 30+ Countries.

90+ Countries where standards are
downloaded and used.

6 Regions providing support
through CDISC Coordination
Committees (3Cs).

User Groups across Asia, Africa,
Europe, and North America.

Member Map

@ Americas - 237
Europe, UK, Ireland - 121

@O Asia, Oceania- 90
Africa, Middle East - 4



Education Virtual,
On-Demand,
INn-Person

Learn from Standards
Experts and Developers.

Enroll in English, Mandarin, or
Japanese Language Trainings.

Member Credits and Discounts.

Learn More training@cdisc.org

In-Person
Classroom Training

Virtual
Training



https://www.cdisc.org/education

21':;;:-:'1. Education Focus Groups October 28 and November 5

CDISC is focused on listening and engaging Discussion:
* : ¢ with our Global Community in many ways.
ot We invite you to nominate a participant from

your company to join a strategic, small- « Seek diverse perspectives for future of CDISC

» Explore supporting evolving industry needs.

;;::ff::.; group discussion focused on shaping the Education.

future of CDISC education and training.  Gain insight into emerging training needs and
IR engagement strategies.

« |dentify 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

cdise #ClearDataClearlmpact $
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Feedback Survey

Please complete

US Interchange
Feedback Survey
(to be sent via email
next week) and we
will send you the

Presentation Slides!




POSTER WINNERS




BINGO WINNERS




. "CDISC Interchange is a great opportunity
U pcoming to learn and grow professionally.”

Global
Events

Announcing

Dates Soon: == —oeeanll. i/

Asia Pacific 2026 CDISC + TMF 2026 CDISC + TMF

CDISC Europe Interchange SaLIJtSLEI;Ceeréi?angteah

Events! s, ey [0 211 M 19~ 20 October
XXX

Cd "CDISC Interchange is not to be missed

and is my pinnacle conference of the year."




. Thank You So Much for Joining Us This Year!




