


Plenary Overview

Plenary Session with Updates from Health Authorities

• Data Submission in Europe – An EMA Update
Eftychia Eirini Psarelli, EMA & Peter Van Meer, Medicines Evaluation Board

• A Risk Based Framework for AI Use in Drug Development
Tala Fakhouri, FDA

• CSS Poster Awards
Jean-Marc Ferran, Qualiance, Data Transparency Working Group Lead &
CSS Poster Chair



January

March

3–5 June

Poster Award
Winners



PP03 –SEND (Standard for Exchange of Nonclinical Data) 
Industry Feedback Survey: 2024 Results

Vanessa Chavez, Labcorp
Lindsy Eickhoff, Inotiv

Collaboration



PP18 – Bridging the Gap – Enhancing TFL Generation with CDISC 
ARS Model and Community TFL Library

Bhavin Busa, Clymb Clinical

Industry



PP23 – A Framework Enabling LLMS into Regulatory 
Environment for Transparency and trustworthiness and its 

Application to Drug Labelling Document
Shraddha Thakkar, FDA

FDA



Thank you to all the presenters!

Poster Judges:
• Anthony Chow (CDISC)
• Dale LeSueur (Regeneron)
• Jesse Anderson (FDA)
• Setondji Dega (FDA)

PHUSE Project Coordinators
• Lauren White
• Alexandra Pearce







We look forward to seeing 
you at the CSS next year!

Thank You 


