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• Provision of scientific advice on the development of  medicines

• Evaluation of applications for orphan designation in EU

• Evaluation of paediatric investigation plans (or waivers)

• Evaluation of marketing authorisation applications for human and veterinary 
medicines

• Coordination of European pharmacovigilance (supervision of medicines)

• Provision of information on medicines to patients and healthcare professionals

• Evaluation of arbitration and referral procedures

The key roles of the EMA
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Patient and healthcare professional engagement:
Integral element of EMA activities

Patient/HCP 
Voices
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How does EMA engage with patients and healthcare professionals?
Public and Stakeholders Engagement Department
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Paediatric 

investigation 

plans

Involvement along the medicine lifecycle at EMA
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How are patients and healthcare professionals involved at EMA?

Management Board
EMA Scientific Committee Members

Representing their 
community

Working Party (PCWP or HCPWP)
EMA consultations

Workshops

Representing their 
organisations

Scientific Advice / Protocol Assistance Procedures

Scientific Advisory/ad hoc expert Groups
Scientific Committee consultations 

Review of documents

Individual experts
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Patient and healthcare professional 

networks
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Eligible patients and consumers organisations

Eligible healthcare professionals' organisations

• Organisations representing EU patients / 

consumers can register on our website here

• Individual patients or carers may register 

here:

• Organisations representing EU healthcare 

professionals can register here

https://fmapps.emea.europa.eu/stakeholders/signup.php
https://www.efanet.org/
https://www.age-platform.eu/
https://www.alzheimer-europe.org/
https://www.europeancancerleagues.org/
http://eurohuntington.org/
https://ecpc.org/
https://www.beuc.eu/
http://www.efcni.org/
http://www.eatg.org/
https://www.efna.net/
https://egan.eu/
https://www.ehc.eu/
https://ehnheart.org/
https://eurohealth.ie/
https://europeanlung.org/en/
https://elpa.eu/
http://www.emena.eu/
http://www.emsp.org/
https://www.epda.eu.com/
https://www.eu-patient.eu/
https://epha.org/
https://www.europa-uomo.org/
https://www.eurordis.org/
https://www.fabrynetwork.org/
https://www.gamian.eu/
https://haiweb.org/
https://www.iapo.org.uk/
https://www.ibe-epilepsy.org/
https://www.idf.org/our-network/regions-members/europe/welcome.html
https://gaucheralliance.org/home
https://ipopi.org/
https://ipwso.org/
https://www.lupus-europe.org/
https://lymphomacoalition.org/europe/
https://www.mpeurope.org/
https://pae-eu.eu/
https://www.sma-europe.eu/
https://thalassaemia.org.cy/
https://www.worldduchenne.org/
https://www.biomedeurope.org/
https://www.eaaci.org/
https://www.eapaediatrics.eu/
https://www.ean.org/
http://www.eueye.org/
https://www.eacpt.eu/
https://www.eahp.eu/
https://www.easd.org/
https://easl.eu/easl/
https://uroweb.org/
https://www.ecnp.eu/
https://www.ectrims.eu/
https://efim.org/
http://euprimarycare.org/
https://ehf-org.org/
https://ehaweb.org/
https://www.eular.org/index.cfm
https://www.eortc.org/our-mission/
https://www.europsy.net/the-european-psychiatric-association/
https://www.ersnet.org/
https://www.escardio.org/
https://www.ese-hormones.org/
https://www.esmo.org/
https://esop.li/
https://www.myesr.org/
https://www.uemo.eu/
https://www.eugms.org/home.html
https://noharm-europe.org/
https://www.ilae.org/
https://www.pgeu.eu/
https://www.cpme.eu/
https://ueg.eu/
https://www.woncaeurope.org/
https://www.ema.europa.eu/en/partners-networks/patients-consumers/getting-involved
https://www.ema.europa.eu/en/partners-networks/healthcare-professionals/getting-involved
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How do we ensure reliability/independence of experts?

Organisation representatives Individual Experts

EMA ‘eligibility’ criteria Declaration / assessment of Interests

Transparent on the funding of the 
organisation

Confidentiality undertaking

Identification through European network of 
registered organisations and
EMA database of individuals
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 Structure

 Accountability

 Transparency

 Legitimacy

 Mission/activities

 Representation



Classified as public by the European Medicines Agency 

Vital elements One size does 

not fit all!
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Face to face

In writing

Training day

Info-sheets

Committee meetings Videos

Surveys Webpages

Patient preferences One-to-one support

Flexible engagement 

methodologies 

Appropriate support 

and training
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Engaging with patients; 

• brings everyday aspects of living with a condition into scientific discussions 

• helps bridge the gap between clinical trial data and real world data

• increases transparency, awareness and understanding

Summary messages – patients
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Looking ahead:

➢ Adapt to new ways of data collection, including digital and RWD

➢ Broaden patient data collection (focus groups, patient preferences)

➢ Enrich training and support with new tools and content

Patient 
Voice



An agency of the European Union

Take home messages

EMA virtual training session

Presented by Juan Garcia Burgos on 24 November 2021 

Head of Public and Stakeholder Engagement Department
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COMP

CAT

CHMP

SAWP
PDCO

Designation & 

Classification 

Scientific 

Advice

Paediatric 

Investigation

Plan

Evaluation for marketing 

authorisation

CHMP

CAT

PRAC 

COMP

Marketing Authorisation 

Evaluation

SAG

Product 

information 

Product 

information

Safety 

Communications

HCP input

Public 

Summaries 

of Opinion

Patient input

* COMP: Committee for Orphan Medicinal Products; CHMP: Committee for Human Medicinal Products; CAT: Committee for Advanced Therapies; PDCO:

Paediatric Committee; SAWP: Scientific Advice Working Party; SAG: Scientific Advisory Group; PRAC: Pharmacovigilance and Risk Assessment Committee; 

Patient and healthcare professional involvement 
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When will I be contacted?

It is not always possible to predict when a 

medicine will be developed for your 

disease area of interest, 

however, your name is in our database 

and you can keep up to date using various 

means…
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Keep up with EMA Activity

EMA Corporate Website Landing Pages
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Patient webpages Healthcare professional webpages
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Keep up with EMA Activity
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@EMA_News
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Register as a Patient Expert
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https://fmapps.emea.europa.eu/stakeholders/signup.php
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Any questions?

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands

Send us a question Go to www.ema.europa.eu/contact 

Telephone +31 (0)88 781 6000

Further information

Follow us on @EMA_News


