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EU-IN: European Innovation Network
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The Heads of Medicines Agencies (HMA) and EMA set up the 
EU-IN in 2015 

AIM: strengthen collaboration between national competent 
authorities (NCAs) and EMA on regulatory matters relating to 
emerging therapies and associated technologies

 Co-chairs: Laurence O’Dwyer (HPRA-IE) & Falk Ehmann (EMA)
 Members: 23 representatives of NCAs (22 member states) 
 Secretariat: EMA

Mission
Facilitate the development of innovative medicines and technologies 

for drug development by addressing gaps in early regulatory 
support to innovation
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Goals of the EU-Innovation Network
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• Promote the translation of innovative research into authorised 
medicines and ultimately into clinical practice

• Capture emerging science, technology trends and innovative 
developments 

• Support the development of capability and expertise within 
the EU regulatory network

• Facilitate the delivery of the European Medicines Agencies 
Network Strategy (EMANS) 

• Contribute to the competitiveness of the European Innovation 
ecosystem by promoting interactions between medicine 
regulators and stakeholders

The European Innovation Network as a hub 
for medicines innovation in Europe

https://www.nature.com/articles/d41573-024-00039-x
https://www.nature.com/articles/d41573-024-00039-x
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EU-IN workplan for 2025
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EU-Innovation Network (EU-IN) - HMA

EU Innovation Network (EU-IN) - EMA

https://www.hma.eu/about-hma/working-groups/eu-innovation-network-eu-in.html
https://www.ema.europa.eu/en/committees/working-parties-other-groups/eu-innovation-network-eu


Classified as public by the European Medicines Agency 

Promote the translation of innovation from 
bench to bedside

Objectives:  
 Enable and promote the development and evaluation of innovative 

medicines, and associated technologies within the EU

 Optimise the outcome and impact of European regulatory science projects 
by promoting the involvement of competent authorities in such projects

 Promote multinational academic and non-for-profit research and 
development in Europe by collaboration with academia and non-for-profit 
organisations

Activities:
 Share experience and best practices in relation to support to innovation

 Raise awareness of relevant national and EU projects, programmes and funding 
calls

 Support the European Platform for Regulatory Science Research and delivery of 
selected Regulatory Science Research Needs with academic researchers
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Event webpage

https://www.ema.europa.eu/en/about-us/what-we-do/regulatory-science-research#:%7E:text=European%20Platform%20for%20Regulatory%20Science%20Research,-EMA%20and%20the&text=Its%20main%20objectives%20are%20to,and%20use%20of%20medicinal%20products.
https://www.ema.europa.eu/en/about-us/what-we-do/regulatory-science-research/regulatory-science-research-needs
https://www.ema.europa.eu/en/events/translating-innovation-access-atmps-third-eu-innovation-network-multi-stakeholder-meeting
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Horizon Scanning

Objectives:  
 Identify and share trends in research and development, including 

innovative medicines, technologies, and methodologies

 Contribute to the implementation of recommendations to prepare the EU 
network for opportunities and challenges identified

Activities:
• Finalise and publish horizon scanning reports and seek to progress 

implementation of recommendations from these and previous reports

• Commence work on at least two new horizon scanning topics
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Published reports 
(EMA website): 

 New Approach 
Methodologies

 Nanotechnology-
based medicinal 
products 

 Alzheimer's Disease 

 Faecal Microbiota 
Transplantation 

 Genome Editing

https://www.ema.europa.eu/en/documents/report/new-approach-methodologies-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/new-approach-methodologies-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/nanotechnology-based-medicinal-products-human-use-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/nanotechnology-based-medicinal-products-human-use-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/nanotechnology-based-medicinal-products-human-use-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/alzheimers-disease-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/faecal-microbiota-transplantation-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/faecal-microbiota-transplantation-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/genome-editing-eu-horizon-scanning-report_en.pdf
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Optimisation of available regulatory 
support tools

Objective:  
 Promote and provide clear, lean and efficient regulatory support tools to 

stakeholders involved in the development of innovative medicines

Activities:
• Develop and make available guidance highlighting available regulatory tools 

and support for researchers and developers

• Implement next agreed steps for Simultaneous National Scientific Advice 
(SNSA)

• Engage with stakeholders to explore the suitability of available regulatory 
supports from their perspective and how these could be further optimised
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Simultaneous National Scientific Advice 
(SNSA)

• Pilot between Feb 2020 and December 2024 to obtain national scientific 
advice from more than one national competent authority (NCA) at the same 
time

• Objectives: 

◦ More efficient and consistent advice

◦ Share expertise within NCAs

• More than 100 applications

• SNSA covers the full product development cycle but many applications 
relate to clinical development phase (e.g., planning a clinical trial running in 
multiple EU countries)

• The procedure will be optimised in 2025
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Guidance for applicants on SNSA

SNSA - continuation and further 
development during 2025

https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/EU-IN/2024-06-EU-IN-Guidance-for-applicants-on-Simultaneous-National-Scientific-Advice-SNSA-phase-2-pilot.pdf
https://www.ema.europa.eu/en/documents/other/simultaneous-national-scientific-advice-snsa-continuation-further-development-during-2025_en.pdf
https://www.ema.europa.eu/en/documents/other/simultaneous-national-scientific-advice-snsa-continuation-further-development-during-2025_en.pdf
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Borderline classification group (BLCG)
Objective: 

 Provide clarity and consistency on the applicability of the legal basis, 
regulatory framework and evidence requirements for innovative products

Activities:

• Provide a discussion platform for competent authorities in relation to the 
classification of innovative borderline products

• Provide input on the classification related provisions of the draft new EU 
pharmaceutical legislation as requested

• Continue to monitor and discuss actual legal cases on product classification 

• Strengthen collaboration with other European groups working on 
classification
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Borderline classification:  
product is not clearly 
covered by one legal 

framework/regulation due 
to the nature of the 

product.

Medicinal product vs biocide for aquacultureExample
SoHO: Substance of Human Origin

ATMP: Advanced Therapy Medicinal 
Product
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Thank you

Follow us

EU-INsecretariat@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



