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WEBINAR 3
Title: “Evidence Standards for Conditional Approval of Targeted Therapies”

Date: Tuesday 26 September 2023 at 18:00 CEST

Programme
18:00-18:10 Introduction — Francesco Pignatti, NL

18:10-18:20 US FDA accelerated approval for oncology drugs: current experience — R. Angelo De
Claro, US

18:20-18:30 EMA survey on regulators’ attitudes about conditional approval: lessons learnt — Douwe
Postmus, NL

18:30-18:55 Round table discussion and Q&A

18:55-19:00 Take Home Messages and Closure — Francesco Pignatti, NL

Faculty

Discussant: Francesco Pignatti, Head of Oncology, Haematology, Diagnostics - Safety and Efficacy Sector

- European Medicines Agency (EMA), Amsterdam, NL

Expert: Douwe Postmus, Assistant professor, Department of Epidemiology, University of Groningen and
University Medical Center Groningen, NL

Expert: R. Angelo de Claro, Associate Director for Global Clinical Sciences, FDA Oncology Center of Excellence;
Division Director, Division of Hematologic Malignancies | at FDA, Bethesda, US



