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What will evidence-based authorisation look like in the future?

Focus areas in regulatory science

Balance between innovation and patient safety

• Orphanisation / real-world evidence

• Digitalisation / artificial intelligence

• Globalisation / international coordination

• Health equity / involving patients



Rare diseases and orphan drugs

CIRS R&D briefing - New drug approvals by 6 authorities 2014–2023

ICMRA "Rare" Symposium 16/17 Sep. 2024



The RWE position paper describes Swissmedic's stance

Positionspapier RWE_EN.pdf



Do medicinal products have different effects in women than 
men?

New member of the Swissmedic Expert 
Committee 
Prof. Berna Özdemir
Oncologist and sex/gender specialist, Inselspital



Digitalisation and artificial intelligence

Presentation by Roger Rüegg Presentation by Michael Renaudin


