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Vision 

EMA needs to take  

a new role at the 

crossroads between 

science and national 

healthcare systems.  

In order to promote public 

health in the current 

environment, the Agency 

can no longer be just a 

gateway between those 

two worlds.  

 

Within its mission of 

protecting human and 

animal health, EMA needs 

to become a catalyst, an 

enabler for science to be 

translated into patient-

centred healthcare and fit 

in the reality of 

healthcare systems. 



What we must do 
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Embrace science, technology and communication tools which are changing society at 
fast pace: engage in collaborative EU and international Horizon Scanning 

Contribute regulatory science in shaping EU Research and Health policies to further 
develop an internationally attractive eco-system in Europe 

Engage in collaboration with players key for developing research  tools, medicines, 
health technologies and their implementation in public health 

Strategically recruit and manage best expertise, streamline regulatory pathways and 
catalyse synergies for medicines development and delivery to patients 



Horizon Scanning and Regulatory science:  
consult and  prioritise collectively goals and recommendations 
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 Raise awareness of EMA's role within the European 

medicines regulatory network; 

 

 Promote and further develop regulatory support for 

translating academic research into novel 

methodologies and medicines; 

 

 Ensure that the best scientific expertise and academic 

research is available to inform regulatory decision-

making; 

 

 Collaborate on areas of research on regulatory 

science, such as novel approaches, endpoints and 

methodologies. 

Partners: framework for collaboration with Academia  
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 Medicines development multifaceted  

 

 A complex endeavour 

 

 Need for best + novel expertise 

 

 Many opportunities = many tools 

needed  

5 

EMA supporting medicine developers 



Collaboration in many ways 
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EU-IN for the EU seamless support to Innovation 
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Research 

Methods 

Pilot GMP 

GLP Non-

clinical 

 

GCP – FIH 

 

NCAs local support 

EU-IN, National Scientific Advice, Clinical trials 

authorization, Compliance 

Phase II/III 

MAA 
Post-approval 

ITF, ATMPs CAT support, SMEs registration 

OMP des., re-direct to NCAs products  

National provisions for early access 

 

EU Committees role: 

Scientific Advice, MAA, MAPP (PRIME des.) 
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Thanks for your attention,  
engagement and   

questions 

marisa.papaluca@ema.europa.eu 
 

European Medicines Agency 

30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 

Send a question via our website www.ema.europa.eu/contact 

 

Further information 

Follow us on      @EMA_News 

mailto:marisa.papaluca@ema.europa.eu

