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Defining new regulatory strategies
Keeping up with the news



Network 
sustainability

Committed to the long 
journey – it’s a 
marathon

Resources, capacity
building and training

Empowering people at 
the heart of our system

Pillars shaping regulatory strategies
Delivering for healthcare systems and patients

Advancing science, 
fostering innovation 
and competitiveness

Societal and Network 
aspirations



Regulations in a dynamic environment 
Time to change our ways
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A selection of key legislative actions (adoption dates)

1995 EMA founded: first centralized procedure

2000 Orphan medicines regulation

2001 Clinical trials directive

2006 Pediatrics regulation

2010 Pharmacovigilance regulation 

2011 Falsified medicines directive

2014 Clinical trials regulation

2021 HTA regulation

2024 Fees regulation

???? Pharma Package



Pace of innovation: preparing for complex 
technologies through regulatory science research 

EU platform for Regulatory Science Research: 
academic, public and non-for-profit regulatory 
science researchers and regulators

Systematically address gaps and 
advance regulatory science 03

Develop tools for developing and 
evaluating medicinal products

Create new methods to generate evidence 
for decision-making 01



Future proofing the European Medicines Network: 
goals for sustainability

Centres of Excellence for assessments 
and/or regulatory capabilities 04

Resources allocation throughout 
the Network 03

Attracting, training and retaining 
expertise

Reinforce scientific and regulatory 

capacity and capability of the network 01



To drive innovation, we must adapt and lead in a 
changing world: Social impact and focus on expertise

People

Process

Patients

Re-imagine our ways of working: Centres of Excellence

Adapt with purpose to deliver for patients and 
health systems

Talent development from a shared EU talent pool 
(regulators, industry, academia and health systems)
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