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huse: 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



p@e-adxqr}gme CSS 2023

\/ connect-share-adv

18-20 September

The Computational
Silver Spring, MD Science Symposium

Poster Award
winners
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PP12 — Good Transparency Practice: A Working Group Update
Abby McDonell, Privacy Analytics

and Lauren Hepburn, Independent

PP12 phuse
Good Transparency Practice: aworking Group Update—"

Authors: Lauren Hepbum Abby McDonelr", Devaki Thavarajah", Mahesh Swaminathan, et al.
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Principles of GTP

1 be conducted in the
anphcame regulatory requirement(s) and local legisiature. » » »|
2. Anonymisation should adequately protect the privacy of patients and
preventa serious possibility of identifying individuals in the data.
3. Prioritise retaining the maximum amount of analytically-valuable
privacy. L
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Generalisation: Reduce the precision of the field
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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
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PP17 — SEND Sanitizer: Generation of Synthetic SEND
Data from Existing Studies
Susan Butler, FDA and Kevin Snyder, FDA

PP17

SEND Sanitizer: Generation of Synthetic
w SEND Data from Existing Studies

\\\\\\ Susan Butler'2 and Kevin Snyder!
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US 2024

25-28 February
| . Bethesda North Marriott Hotel & Conference Center
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The Computational 3-5 June
Science Symposium Silver Spring, MD
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@ Registration and Call for Posters Opens

1

@ Call for Posters & Early Bird Registration Deadline
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@ PHUSE/FDA CSS 2024
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