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E3C
Nick De Donder
•De Donder Life Sciences

Sujit Khune
•Novo Nordisk A/S

Angelo Tinazzi
•Cytel

Silvia Faini
•Cytel

Stijn Rogiers
•Argenx

Éanna Kiely
•Alexion

Simon Lundberg
•AstraZeneca

Johannes Ulander
•data4knowledge

Eftychia-Eirini
Psarelli
•EMA

Kalynn Kennon
• IDDO

Wafaa Jebert
•Merck

Els Janssens
•SGS

Elsa Lozachmeur 
•Viatris Innovation



Thank You, Angelo



ET3C

Anne-Noëlle Charles
•GSK

Paul Fenton
•Montrium

Martin Hausten
•Boehringer Ingelheim GmbH 
& Co KG

Joanne Malia
•Regeneron Pharmaceuticals

James E. Martin
•Syneos Health

Lisa Mulcahy
•Mulcahy Consulting

Dawn Niccum
•Inseption Group

Yen Phan
•elderbrook solutions Gmbh

Karen Roy
•CDISC

Irina Sargsyan
•Enovalife

Vittoria Sparacio
•Novartis

Jamie Marie Toth
•BeOne Medicines
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And the winners are...
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CDISC

Karine Provost
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TMF

Christina Lannaccone
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• CDISC

AI-Powered Discovery of Biomedical Concepts
Amiel Kollek, Lindus Health

• TMF
How to Quiet the TMF Noise Using AI
Traci Wendler, Genmab



THANK YOU to Regulators, Keynote 
speakers & all presenters
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Nicole Harmon, PhD
COO
CDISC
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Realizing the CDISC Mission



Pillar 3: Engage & Adopt

To inform our efforts to support the CDISC Global Community 
and deliver increased value. 

To accept feedback on how our organization can most effectively 
adapt and align with current data standards and interoperability 
priorities.
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Community Engagement Survey: 7a. How would you sum up what CDISC 
provides the community that you feel is most useful for you and/or your organization in ~10 words? 

“Guidance on submission 
requirements”

“Making standards available even 
during DRAFT stage which helps us to 
incorporate early in our standards”

“Connections and network 
building”

“Standardization is crucial 
when working with multiple 
vendors”

“Standards the whole industry adheres 
to”

“A standard that can be used across the industry, accepted by 
regulators.”

“Community 
based standards”

“The standards themselves. The connection between 
CDISC, Industry, and FDA is crucial to useful 
standards development, and CDISC provides that 
link.”

“A central place to discuss, develop, and implement new data standards”

“A core set of clinical data standards mandated or 
accepted by health authorities around the world.”

TMF Reference Model and the support that CDISC provides to 
us

An authoritative voice in implementing and 
maintaining standards across the industry

“Transparent data standards”

“Easy to understand advanced data standards that make data 
collaboration better.”

“Consistency, rules and structure in an evolving landscape.”

“Standardization, Compliance, 
Training, Collaboration”

“A single Source of Standards 
Truth”

“Standards that realize end-to-end data flow 
from protocol through submission”
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CRO Biopharma Technology Consulting

Government
Academic 
Research 
Institutes / 
Healthcare

Nonprofit 
Research 
Institutes

Next Up: Focus Groups by Stakeholder (We Want To Hear From You)

 

• Clinical Standards
• Product Manager
• Solution Engineer
• Statistical Programming
• Clinical Operations
• Clinical Data Management
• Trial Planning
• Consultant
• Project Manager

• Business Development
• Developer
• Program Lead
• Clinical Strategy
• Clinical Records Management
• Researcher
• Informatics
• Medical Safety & Regulatory
• Quality and Compliance

• TMF Records
• Document Manager
• System Analyst
• Data Engineer
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Call to Action: How can you partner with the CDISC Global 
Community as an active contributor to the future 

Be a part of the change!



Join us in Building the Future:

• Engage with CDISC 360i working groups
• Test, pilot, and provide feedback on new models 

and tools
• Support the adoption of open digital standards

Together, we are breaking down silos to deliver 
faster, smarter, more connected clinical research.
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Join us tomorrow ~ Register @ cdisc.org

• CDISC 360i Working Group
Friday, May 16, 2025

    8:30 AM-2:30 PMCET

• This working session, open to both current 
participants and those interested in joining 
the 360i transformative program, provides 
an exceptional opportunity to collaborate 
with CDISC leaders and other key 
stakeholders.

• The session is designed to foster 
meaningful discussion and hands-on 
contributions to shape the future of 
standards development and 
implementation. 
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