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57 years of EU pharmaceuticals regulation
SAFETY — EFFICACY - QUALITY

Thalidomide disaster exemplifies the need
for EVIDENCE-BASED AUTHORISATION
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Responsibilities shared between
EU and Member States
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PHARMACEUTICAL STRATEGY FOR EUROPE

Learning from Ensuring Supporting Reducing medicines
COVID-19, accessibility and sustainable shortages and
towards a crisis- affordability of innovation, securing strategic
resistant system medicines emerging science autonomy

and digitalisation
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Revising the pharmaceutical legislation

A comprehensive review of the pharmaceutical legislation is ongoing:

» Simplification and streamlining of approval procedures and flexibility for
timely adaptation

» Adapt legislation to cutting-edge products, scientific developments and
transformations

» Take forward the use of high performance computing and Al

» Ensure environmental sustainability of manufacturing and use of
pharmaceuticals




Revising the Orphan and Paediatric legislation

Same objectives of pharmaceutical revision:

« Promote innovation in particular in areas of UMN,;

Balanced system of incentives rewarding innovation and promote affordability
and sustainability of health systems;

Increase access to medicines for EU patients;

(Reduce environmental footprint);

Reduce reqgulatory burden.
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