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What do we do?





Supporting research & innovation of medicines: 

regulatory tools available
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• Innovation task force 

• Paediatric investigation plan (PIP) 

• Scientific advice 

• Qualification of novel methodologies

• Advanced therapy medicinal product classification 

• Regulatory and administrative assistance for small-and 
medium-sized enterprises 

• Orphan designation (including protocol assistance, fee 
reductions, market exclusivity)

• Priority medicines scheme (PRIME)
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Working in a complex environment
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“Regulators need to take 

a new role at the crossroads 

between science and national 

healthcare systems: 

in order to promote public health in the 

current environment, they can no 

longer be just a gateway between those 

two worlds; they need to become a 

catalyst, an enabler for science to be 

translated into patient-centred 

healthcare and fit in the reality of 

healthcare systems.”

Guido Rasi, ICMRA Symposium 

27 October 2017



Together, these building blocks ensure a consistent approach to stakeholder 

relation management across a variety of stakeholder and interaction types.8

EMA Stakeholder engagement principles

Stakeholder interaction must be based on the fundamental principles:

▪ Transparency

▪ Independence and integrity

▪ Accountability

▪ Appropriate interaction

▪ Broad representation

▪ Effective communication

▪ Continuous improvement



Ensuring optimal 
regulatory 
involvement in EU-
wide research

• Supporting the 
generation of research 
questions

• Providing a regulatory 
reality check

• Using results  

https://www.google.co.uk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjf7N_14JLUAhUOPFAKHeHaDGMQjRwIBw&url=https://www.ugent.be/en/news-events/news/meps-visit-ghent-university-to-discuss-horizon-2020&psig=AFQjCNF7rKk3-F7AqKZmgOi3dTryRiZ1fQ&ust=1496066525398955
http://www.google.co.uk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiNqryZ4ZLUAhWOEVAKHU48BFsQjRwIBw&url=http://www.flucop.eu/168-2/&psig=AFQjCNH4CJXqvyHLBrHD6d2KJUihgu8b3w&ust=1496066775193025


Liaising with European 
learned societies

• Clinical practice

• Clinical research

• Education

http://www.ese-hormones.org/
http://www.eacpt.org/
http://www.myesr.org/cms/website.php?id=/en/index.htm
http://www.uroweb.org/
http://www.cpme.eu/
http://www.eahp.eu/
http://www.efim.org/
http://www.esmo.org/home.html
http://www.esno.org/index.php
https://noharm.org/
http://www.european-renal-best-practice.org/


Academia

Patients/ Industry

HCPs

Consumers

• Paediatric regulation 

• Shortages and 

availability

• Electronic product 

information

• Pharmacovigilance 

legislation

Promoting                                          
multi-stakeholder discussions





8-9 March 2018 – live broadcast



Thank you for your attention

ivana.silva@ema.europa.eu

European Medicines Agency

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

Telephone +44 (0)20 3660 6000 

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

Further information

Follow us on @EMA_News

mailto:Ivana.silva@ema.europa.eu

