


Plenary Overview

Plenary Session with Updates from Health Authorities

• Risk Based Monitoring
Cheryl Grandinetti, FDA

• Update on Transparency Aspects of the Raw Data Pilot and CTIS Guidance
Anne-Sophie Henry-Eude, EMA

• Overview of the FDA’s RWE Guidances and RWE Demonstration Projects
Marie Bradley, FDA

• CSS Poster Awards
Jean-Marc Ferran, Independent Consultant & PHUSE Data Transparency Working Group Lead



Poster Award
Winners



PP12 – Good Transparency Practice: A Working Group Update
Abby McDonell, Privacy Analytics
and Lauren Hepburn, Independent

Collaboration



PP24 – Data Handling for Subjects Participating in Multiple 
Cohorts in Oncology Platform Trials: Considerations for Data 

Collection, SDTM, and ADaM Mappings 
Swathi Kotla, Merck and Madhusudhan Papasani, Merck

Industry



PP17 – SEND Sanitizer: Generation of Synthetic SEND 
Data from Existing Studies 

Susan Butler, FDA and Kevin Snyder, FDA

FDA









Re.   Registration and Call for Posters Opens

Call for Posters & Early Bird Registration Deadline

PHUSE/FDA CSS 2024

January

March

3–5 June


