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The role of EU medicine regulators

2 Research and policy contexts of drug evidence evaluation and communication

Protect 
human

& 
animal
health

Facilitate 

development 
and access to 

medicines

Evaluate 

marketing 
authorisation 
applications

Provide 

information 
on medicines 
to HCPs and 

patients

Monitor the 

safety of 
medicines 
throughout 

their lifecycle



3

Communicate better 
in a more transparent 

environment

Need to explain the science and 
facts in ways that the public can 

understand

Communication
Transparencyvs

Need to contextualise information to avoid ‘data dump’
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Explaining the Science



Why effective benefit-risk communication from 
regulators is vital
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EMA's best practice to express benefit-risk 

• Always based on evidence and the scientific assessment

• Relevant, clear, accurate messages

• Need to be tailored to the different audiences, and reach them at the right time, for 
them to take appropriate action

• Risk always in the context of the benefit

• Should address uncertainties

• Reference to Assessment Report and/or relevant sections of the prescribing 

information (i.e. contraindications, warnings and undesirable effects)

• Describe most frequent side effects and most serious ones – following feedback 

from patients’ organisations

• Use of absolute risks (not just relative risks)

• When relevant, use of absolute baseline risk for comparison
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Tailoring information: Patients section
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Virtual press briefing on HPV 
vaccines

Requests from the public
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Reinforcing messages - Proactive communication
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Consistent communication across EU
Human papillomavirus vaccines



Engaging stakeholders and considering 
their views in our work

Patients, consumers and their 

organisations

• Healthcare professionals,

their organisations

and learned societies

• Veterinarians, farmers, animal 
welfare organisations

• EU institution and agencies,

and other bodies 

• Other regulators (EU/non-EU)

• Health technology

assessment bodies

Industry associations Media
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Stakeholders

Partners
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Academia



Support trust in public health efforts - 
activities

• Social media platforms - key channels for sharing information and 

engaging with diverse communities.

• New approaches to reach new audiences, including young people 

(18-34 years olds) - establishing a pool of European influencers.

• New tools: such as podcast series meant for science enthusiasts, 

with a free-flowing discussion format and a focus on explaining 

EMA’s daily work to a broader audience. 

• Provide accurate and science-based information in areas of 

misinformation/misconceptions (e.g. dedicated webpage for 

European immunization week with data visualisation on measles, 

RSV and HPV). 

Stand up for 

science and 

support trust 

throughout comms 

activities
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https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/vaccine-preventable-diseases-key-facts


New tool “Vaccine Essentials”
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Purpose

➢ Increase vaccine and regulatory science literacy

➢ Facilitate discussions between healthcare professionals and patients/parents

➢ Each issue of Vaccine Essentials adapted to a specific audience and communication goal

Global context

• Vaccine confidence is declining 

worldwide, including in the EU

• Mis- and disinformation are major 

contributors

EMA’s response 

• Increase the voice from the biomedical 
community

• New joint communication tool ‘Vaccine 
Essentials’ to provide accurate, evidence-
based information



Communicating benefit-risk with impact

• Evidence-based always

• High quality, accessible content

• Tailored to the audiences’ needs - clear calls for action

• Offered in different formats, including audiovisual

• Communication, engagement and collaboration –

public trust

• Evaluated to continuously learn from mistakes and 

successes
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Thank you

Follow us

LinkedIn 
icon

YouTube 
icon

Instagram 
icon

Closing slide

juan.garcia@ema.europa.eu

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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