2026 CDISC s '
Europe Interchange ‘.

20 — 21 May | Milan, Italy
Thank you for being here with us!
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Thank You

Sponsors!
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Thank You

Exhibitors!
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2026 Attendance Record Breaking
Year for EU
A Attendance with
ttendance by Country .

425 Registrants!
e Representation
N from 29 Countries
y — across 5
R Continents! (6 more
Denmark countries than 2025)




#cdisc2026europe

cdisc

Survey!

Please complete the European Interchange
Feedback Survey sent to you by email next
week.

In return, we will send you presentation slides!

00O




Powering Standards—Based Technology Across Clinical Research

® Virtualf 9 Sébtember 2026 | 9:00am ET - 1:00pm ET

TechniCon provides a focused, virtual platform for companies to showcase solutions built on CDISC Standards
and related technologies.

Event will bring together a global audience of sponsors, CROs, technology leaders, and implementation experts
who are actively seeking practical, standards-based tools to improve interoperability, streamline workflows, and

support more efficient clinical research.

Save the Date! More details soon!

cdisc



Upcoming 2026 Events

China CDISC India CDISC TechniCon CDISC-SCDM Korea CDISC
Day Day Japan Event Day

14 August 22 August 9 September 4-5 November Q4 2026
Shanghai Chennai Virtual Tokyo Seoul
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Education

Learn from Standards
Experts and Developers.

In-Person, Virtual, On-Demand,
and Private Training options.

Enroll in English, Mandarin, or
Japanese Language Trainings.

Member Credits and Discounts.

Learn More training@cdisc.org

In-Person
Classroom Training

i‘\.l_ 9
b

Instructor-led training
in a classroom setting

Virtual
Training




Al Innovation Challenge 2026

Kickoff Webinar available on CDISC website
ntent to Participate deadline: 29 May .
-inal submission deadline: 31 July

Participation requires active CDISC Membership




CdiéC Join Us In

Building The
Volunteer Future

« Engage with CDISC 360i working groups Together, we are
* Test, pilot, and provide feedback on new models breaking down
Support the adoption of open digital standards Silos to deliver
faster, smarter,
more connected
OF 10 clinical research-




Join CDISC
as a Member
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Expanded Benefits in 2026!

Exciting New Initiatives:

Al Innovation Challenge 2026
2026 TechniCon

Members Only Webinars

New members who attend Interchange receive a
15% discount on membership fees.

[=]




Thank You E3C

Nick De Donder, Co-Chair
Sujit Khune, Co-Chair
Silvia Faini, Vice-Chair
Vittoria Sparacio, Vice-Chair
Donatella Ballerini
Anne-Noélle Charles
Katrine Facius

Lieke Gijsbers

Martin Artur Hausten
Sarah Hitching

Sarah Jamal

Els Janssens

Wafaa Jebert

Jennifer Lee

Elsa Lozachmeur

James Martin

Yen Phan

Stijn Rogiers

Vanessa Sarrechia
Sagwindar Singh

Johannes Ulander

Eftychia-Eirini Psarelli, Ex-Officio

Jamie Toth, Ex-Officio
Karen Roy, Ex-Officio

Paul Fenton Carter, Ex-Officio

De Donder Life Sciences
Novo Nordisk

Cytel Inc

Novartis

Veeva

GSK

Novo Nordisk A/S
OCS Life Sciences
Boehringer Ingelheim
Hedian Records Management
Oracle

SGS

Merck

University of Oxford
Viatris Innovation
Syneos Health
CodlLad

argenx

argenx

GSK
data4knowledge
EMA

BeOne Medicines
CDISC

Montrium
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2026 CDISC EUROPE INTERCHANGE
CONNECT + COLLECT BINGO GAME

cdisc
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The Future is Connected....
Cannsct with sur Spangoess and Exhibatzes
Collect all stamps for a chance to win!

Wisit mach beoth listed on this card. Booth representatives will put & starmp on their
company square, Drop completed card at the COEC Regstration Desk by 21 May
2026, 16:00. Drawing will be hald during the Closing Plenary.

Winners must be present to receive their prizes
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Best Poster (CDISC)

Novo Nordisk A/S

* Henrik Bech Kjeldal
* Anne-Marie Wegeberg

#cdisc2026europe

Is Your Study Boat Secretly Taking on Water?

Catching Standards Drift Before It Sinks Your Timeline

deviations
leads to significant impact on build,
mapping and submission across studies -

Aim

+ Establish continuous monitoring of Standard CRF compliance
through a semi-automated dashboard that makes Standards drift
visible during study setup.

+ Use early drift detection to correct issues proactively, reducing
downstream rewark and the risk of costly amendments.

Key results

Methods
+ Extraction - Python (python-docx) + Al assistance (Claude Sonnet
48)

+ Deviation detection - sequence alignment + heuristic rule-based
scoring

« Visualisation - Shiny for Python dashboard compliance overview
and trend tracking

- Leak-O-Meter: 2 user-friendly platform with simple steps to identify and manitar deviations from CRF Standards in a time-resolved manner.
+ Improved method for early detection of deviations that would otherwise remain unnoticed until downstream issues arise.
.1 drift enabled by displaying changes over time.

Figure 1: Automated CRF compliance pipeline. Figure 2: Leak-O-Meter dashboard. 1) The user uplcads the current trial CRF, which Is then automatically
Standard and siudy CRFs are parsed to compared with Global Standard Library. 2) The dashboard is color-coded to highlight forms with text
strucured JSON aligned question-by-question, changes and added or removed items. 3) Detailed view of an individual form, with specific items where
and deviations flagged by rule-based scoring.  deviations have occurred highlighted. 4) Longitudinal view showing drift in deviations over time.

Results are displayed in a dashboard with
compliance over-views and trend tracking.

Conclusion

Leak-O-Meter reveals drift between Standard and study-specific
CRFs is common but often goes unnoticed at early stages.
By ing extraction, c and tracking,
it detects "silent leaks” before they impact build, mapping, and
submission - turning CRF review into a proactive, evidence-based
quality step.

Novorondik Aalbarg, Dereark

resented t the CDISC Europe nteschange corference, May 18%:22% Wil

Perspectives

+ Current detection is constrained by document-based formats such
as mock CRFs.

- Using structured EDC output directly as the program’s input and
comparing it against the Veeva Standard Library would provide a
far more robust and reliable approach.

Refagsces:
» dation. )
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cdisc
Best Poster (TMF)

 Lul Hassan, Phlexglobal
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Best Presentations

« CDISC: Cd rsc@ 2026 Europe Interchange

EEEEEEEEEEEEEEEEEEEE : STANDARDS AND Al POWERING DIGITAL TRANSFORMATION

Tom Smeets, OCS ,
Ine Wolfs, argenx

The Data Machinery Behind Exploratory Biomarkers

MILAN, ITALY | MAIN CONFERENCE: 20-21 MAY | TRAININGS & WORKSHOPS: 18, 19, & 22 MAY

Tom Smeets, Clinical & Biomarker Programmer
Ine Wolfs, Clinical & Biomarker Data Standards Manager



#cdisc2026europe

cdisc

Best Presentations

e

cdiSC. 2025Europe interchange
\

« TMF: Christina Mantzioros, 3
Montrium

. Leveraging Al to Enhance TMF Risk Assessment: A Practical Framework

Presented by Christina Mantzioros
Director, Product & Clinical Intelligence @ Montrium



Thank You

Regulators, Keynote Speakers, All
Presenters and Attendees!

We had a great week hosting you!
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2021-2026 Co-chairs

Nick De Donder
De Donder Life Sciences

Sujit Khune
Novo Nordisk




2027-2029 Co-chairs

Silvia Faini
Cytel

Vittoria Sparacio
Novartis




2027 CDISC Europe Interchange

Barcelona, Spain | More Details_Soon
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Clear Data. Clear Impact

‘

Standards Transform Clinical Research
Membership Join Our Global Community IEI
Education Learn CDISC From CDISC
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2.5%

0000
cdisC e

Collaboration
Members From
Across The Industry

18.8%

CROs

Biotech

Consulting
Technology
Pharmaceutical
Research Institutes
Patient Foundations Technology B Pharma/Biotech
Government + Regulatory B CrRO

29.5%

W Government/Regulatory [l Patient Foundation

1 Consulting Research Institue




cdisc
Members
430+

We convene a
global community
of research
experts, each
representing a
diverse range of
experiences and
backgrounds.

Alimentiv, Inc.
Bioforum Ltd.

Caidya

Catalyst Clinical Resaarch
ClinChoice

EDETEK, Inc.

Fortrea
1CON Clinical Research
[ee]}

Innovion BVBA
1ovIA

Movotech Pty Ltd.
PAREXEL

FPD

Premicr Research Group
PROMETRIKA, LLC
SGS

Syneos Health Inc.

Claria Center for Biostatistics in AIDS Research

Pharma/Biotech

Abbott Sanofi

Abbvie Servier

Alcon (Biometrics) Shicnogi & Ca., Ltd

Alnylam Pharmace uticals Sumitoma Pharma Co., Ltd

Amgen Takeda Pharmaceutical Company Limited
Inc.

Arcus Binsciences WCH Binscience
Asahi Kasei Pharma Corporation A Phan
Astellas Pharma, Inc.

AstraZeneca AB

Baxter Healtheare Corporation

Bayer HealthCare Pharmaceuticals, Inc.
Biogen, Inc.

Blueprint Medicines Corparation
Boehringer Ingelheim Pharmaceuticals
Bristol Myers Squibb

Daiiichi Sankyo, Inc.

Danone Mutricia Research

Eisai, Inc.

Eli Lilly and Company

F. Hoffmann-La Roche Ltd

Fosun Pharma

Galapagos NV

Gilead Sciences

GSK

Incyte Corporation
lovance Biotherapeutics
Jazz Pharmaceuticals, Inc.
Johnsen & Johnsen

Medtronic, Inc.
Merch & Co., Inc.
Merck KGaA

Maderna Therapeutics

Movartis Pharmaceuticals Carparation
Movo Mordis|

Oneo Pharmaceutical Co., Ltd.
Organon

Otsuka Pharmaceutical Development
and Commercialization, Inc.

Pacira Biosciences

Blizer, Inc.

Bhilip Morris Products S&

Regeneran

Government

" - Innovative Medicines Initiatives
Clinpharma Clinical Research LLE Contors for Dicans Contral

DatadKnowledge

CLUPEA, Inc.

Digital Infuzion

eClinical Solutions, LLC
Embleema

Fujitsu Limited

INPMED, Inc.

Medidata Solutions Worldwide
Merative

Mavitas Life Sciences
Northwest Ehealth

Nurocor

Oracle Corporation

Pinnacle 21 by Certara
PaintCross Life Sciences, Inc.

SAS

Shanghai nui“da Life Technalogy Co., Ltd.

Shanhu Healtl
TransPerfect Life Sciences

Caegu Cathelic University Medical Center

Institut de Recherche Pierre Fabre

LYSARC

Montreal Health Innovations Coordinating Center

New Yark University School of Medicine

Pepulation Health Research Institute

University of Southampton Clinical Informatics Research Unit

Moumena Solutions
TCS Lif,.- Sciences ADD

National Center for HIVAAIDS, Viral Hepatitis, 5TD and TB Prevention
Food & Drug Administration (FDA;

Japan Agency for Medical Research and Dewelopment [AMED)
Mational Cancer Institute [NCI)

Mational Institute of Allergy & Infectious Diseases (MIAID)

National Library of Medicine

Pharmaceuticals & Medical Devices Agency

American Thrombosis and Hemostasis Network

Critical Path Institute
DMDi




cdisc
A World Of
Opportunity

430+ 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

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



