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EMA engaging stakeholders –
Framework of collaboration with academia

2 Engagement with Academic researchers for mutual support 

Inform
Announcement of review of policy or guidance, information days

Consult
Written – public consultation on policies or guidance, surveys

Involve
Direct interactions – stakeholder meetings, workshops, conferences, public hearings

Cooperate/Participate
Direct interactions – technical expert groups, focus groups

https://www.ema.europa.eu/en/partners-networks/academia 
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Academia as strategic partner for EMA 
in a virtuous cycle of mutual exchange

Academic developers: 
EMA provides regulatory support 
for translating academic research 
into novel methodologies and 
medicines, including incentives 
such as for Scientific advice

Knowledge gaps: 
Contribute best scientific 
expertise and research to 
support regulators in 
advising & decision-making

Regulatory science research 
needs: Collaborate on areas of 
research on regulatory science



https://www.ema.europa.eu/en/partners-networks/academia 

A broad set of support 
offerings for academia 
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Examples – public engagement with 
researchers and developers in academia 
• EMA’s Regulatory and scientific virtual 

conference on RNA-based medicines
• EMA’s Academia info day 

November 2023

 

https://www.ema.europa.eu/en/events/
regulatory-and-scientific-virtual-
conference-rna-based-medicines 

EMA playlists: 
https://www.youtube.com/@emainfo/playlists; 
https://www.youtube.com/watch?v=vzSLBayIc5E 

https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/en/events/regulatory-and-scientific-virtual-conference-rna-based-medicines
https://www.youtube.com/@emainfo/playlists
https://www.youtube.com/watch?v=vzSLBayIc5E


Examples – sharing experience with research 
and developments undertaken by academia 

https://bpspubs.onlinelibrary.wiley.com/doi/10.1111/bcp.14672 https://doi.org/10.1038/d41573-025-00024-y 
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What’s new in 2025? 
• Expanded capacity for Academia briefings and Collaboration 

management meetings (internal: Academia office and Matrix)

• Fee reductions for certain not-for-profit entities for scientific advice 

• HMA / EMA European platform for regulatory science research 

• Regulatory science research needs update 2025 

• ACT EU support for non-commercial sponsors, needs for learning ecosystem 

• Repurposing pilot report, continued efforts to support to academic developers  

• Several EMA workshops with academic stakeholders (cancer, AI, external 
controls, Bayesian statistics, primary endpoints influenza / COVID, EU trial map, 
quality innovation, registries, gene editing, shortages platform, ...) 



Academia briefing meetings, 
Collaboration management meetings

Welcoming researchers and developers from the 
academic sector, including not-for-profit entities 
and consortia or societies pursuing research 

◦ EMA listens to understand researchers’ challenges 

◦ Bidirectional exchange through engaging on 
researchers’ and on EMA’s scientific challenges 

◦ Support on how to advance R&D capacities 

◦ Opportunity to discuss regulatory aspects

◦ No fee, no briefing book
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Email: academia@ema.europa.eu, 
regulatory.science@ema.europa.eu 

mailto:academia@ema.europa.eu
mailto:regulatory.science@ema.Europa.eu


Scientific advice offered to developers 

• EU level advice on tests and trials necessary to demonstrate 
quality, safety and efficacy and on applicable scientific 
requirements for marketing authorisation

◦ Manufacture, non-clinical (in vitro, animal), clinical testing; 
methodology (3R, statistics, modelling & simulation) etc.

◦ Type of marketing authorisation, development in children etc.

◦ New or already authorized medicines; incl. ATMP, repurposing

◦ Methodology in general (e.g., validation of biomarker) 

• Provides EU-level answers to developer’s questions 

• Takes 2-4 months (without or with discussion meeting)

• Fees; fee reductions available for certain not-for-profit entities and certain 
research questions, for certain medicines (e.g. Orphan designated) and for 
targeted used (e.g. paediatric use)

9 https://www.ema.europa.eu/en/human-regulatory-overview/research-
development/scientific-advice-protocol-assistance 
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Thank you

Follow us

academia@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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