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• Reform of the EU pharmaceutical legislation: review of the pharma legislation: “ build a 
holistic, patient-centred, forward-looking EU Pharmaceutical Strategy”

• European Health Data Space

• New Health Technology Assessment (HTA) regulation

• EMA regulatory science strategy (further collaboration with HTAs/payers for their decision 
making on pricing and reimbursement

• EC beating cancer plan (e.g. focusing on prevention)
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EU regulatory strategies and review of Regulations – a time of change 

https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe/reform-eu-pharmaceutical-legislation_en
https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space_en
https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment_en
https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment_en
https://www.ema.europa.eu/en/about-us/how-we-work/regulatory-science-strategy
https://www.ema.europa.eu/en/about-us/how-we-work/regulatory-science-strategy
https://ec.europa.eu/commission/presscorner/detail/en/ip_21_342
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EU National Competent Authorities
~ 4000 European experts ~ 50 National regulatory authorities 

worldwide (ICH)
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EMA – organisation and network  

http://ansm.sante.fr/
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Oncology Working Party and European Specialised Expert Community 
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Innovation and support – available tools 
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