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Disclaimer



Vision - EMA Regulatory Science to 2025

To underpin its mission of protecting human 

health, EMA must catalyse and enable regulatory 

science and innovation to be translated into 

patient access to medicines in evolving 

healthcare systems. 

“

”
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European experts

Bring diversity, 

exchange of 

knowledge and best 

practice from across 

EEA striving for the 

highest scientific 

standards

Pool expertise, 

especially in areas 

of rare or limited 

scientific 

knowledge

Mainly from national 

regulators, but also 

academia, patient

representatives and 

healthcare

professionals







European 

Network of 

Paediatric 

Research at

the European 

Medicines Agency

(Enpr-EMA) 
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European Network

of Centres for 

Pharmacoepidemiology 

and Pharmacovigilance 

(ENCePP)

Participation in EMA-supported research networks



1995

1996

EMA 
created

Dialogue 
with 

patients

Patients 
become 

Committee 
members

Working 
group with 
patients

Framework of 
interaction 

with patient & 
consumer 

organisations

Ongoing…

Patient & 
Consumer 
Working 

Party 
(PCWP)

Public 
Engagement 
Department

Systematic 
inclusion of 

patient input 
along 

medicine 
lifecycle

Public 
Hearings

Involve 
young 
people

2000 2005 2014

2003 2006 2017

Interaction with patients 
a progressive journey…
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1995

1996

EMA 
created

HCPs as 
members 

of scientific 
committees

Doctors’ 
representative 

joins EMA 
Management 

Board

Working 
group with 

HCP 
organisations 

created

Framework of 
interaction 

with 
healthcare 

professionals 
and their 

organisations

Ongoing…

Healthcare 
professionals’ 
Working Party 

(HCPWP) 
created

Dedicated 
Patients and 
Healthcare 

Professionals 
Department 

created

Framework of 
interaction 
updated

Systematic 
inclusion of 
real world 

clinical  
experience 

in EMA 
regulatory 

output 

2004 2011 2014

2006 2013 2016

Collaboration with HCPs
the EMA journey… so far
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Patients and healthcare professionals
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EMA Stakeholder engagement

• Experience of living with a disease and its treatment

• Reality of clinical practice

• European organisations, established representative groups 

• Individual patients and healthcare professionals 

• EC nominated members in scientific committees and management board 

• All along the medicines regulatory lifecycle (committees, medicines evaluation)

• Platforms for dialogue (PCWP and HCPWP)

• Workshops and public consultations on policies and guidelines



Sources for reaching out to stakeholders

International and 
European 

organisations –
mapped through 

EMA’s 
stakeholders 

database

Eligible 
professionals’ 
organisations

HCPWP/PCWP
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The Working Parties provide recommendations to the EMA and its Human 

Scientific Committees on all matters of direct or indirect interest to 

patients and healthcare professionals

Patients and Consumers 

Working Party (PCWP) 

Healthcare Professionals 

Working Party (HCPWP)

Platforms for dialogue and exchange on relevant 

issues concerning medicines

http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000708.jsp&mid=WC0b01ac05809e2d8c


CHMP

PRAC 

Post Marketing 

procedures

Expert 

mtg

POST AUTHORISATIONPRE-SUBMISSION

COMP

CAT

CHMP

SAWP
PDCO

Designation & 

Classification 

Scientific 

Advice

Paediatric 

Plan

EVALUATION

CHMP

CAT

PRAC 

COMP

Marketing Authorisation 

Evaluation

Expert 

mtg

Product 

information 

Product 

information

Safety 

Communications

HCP input

Public 

Summaries 

of Opinion

Patient input

Involvement along the medicine lifecycle at EMA

Bringing expertise into the EU medicines regulatory system
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Increasing involvement in EMA activities

Patients and Consumers (2008-2017)
Healthcare professionals (2008-2017



Conclusion

Providing access to high quality medicine is an objective which requires constant 

efforts and continuous improvement in drug development, evaluation and post-

authorisation monitoring

This objective can only be achieved through close collaboration between all partners, 

i.e. regulators, academics, industry, learned societies, patients, healthcare professionals 

and also payers

Important to go deeper into areas of common interest and identify an appropriate 

mechanism to channel input and feedback
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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 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:Ivana.Silva@ema.europa.eu







