EU Policy and Regulatory updates

Researchers and innovators invited to shape Europe’s Al Strategy in Science

The European Strategy for Artificial Intelligence (Al) in Science
is set to accelerate the responsible integration of Al across
research disciplines. This initiative will support scientists
throughout the EU in adopting Al technologies, driving
advances in critical fields such as health, climate, and clean
technologies. The European Commission has launched two
consultations - a call for evidence and a targeted
guestionnaire - encouraging researchers and innovators to
contribute.

A key element of the strategy is the creation of the European Al Research Council, known as RAISE (Resource
for Al Science in Europe), which will consolidate resources and foster Al development and application across
scientific domains.

Al is already transforming areas like medical diagnostics, drug discovery, climate modelling, and materials
science. The strategy aims to build on these achievements by enhancing access to Al tools, computing
infrastructure, and by attracting talent and investments, strengthening EU innovation and competitiveness.

Additionally, the European Research Area Forum has released an updated version of its ‘Living Guidelines on
the responsible use of Generative Al in research,” offering timely guidance to help the research community
responsibly navigate Al’s rapid evolution.

Link to updated edition of the European Research Area Forum ‘Living Guidelines on the responsible use of
Generative Al in research’

Link to Call for evidence
Link to targeted questionnaire

Both consultations remain open until 5 June 2025.

EMA qualifies first artificial intelligence tool to diagnose inflammatory liver disease (MASH) in biopsy
samples

On 20 March 2025, the European Medicines Agency (EMA)
issued its first Qualification Opinion (QO) on an artificial
intelligence (Al)-powered tool designed to assist
pathologists in diagnosing and grading metabolic
dysfunction—associated steatohepatitis (MASH) during
clinical trials. This milestone marks the EMA’s Committee
for Medicinal Products for Human Use (CHMP)'s first
endorsement of an Al-based development methodology,
confirming that evidence generated using the tool can be
considered scientifically robust in future submissions for

MASH therapies.

MASH is a progressive liver condition characterized by fat accumulation, inflammation, and fibrosis,
unrelated to alcohol use. It is often associated with metabolic conditions like obesity, type 2 diabetes, and
hypertension and, if left untreated, may progress to severe liver disease.
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https://research-and-innovation.ec.europa.eu/document/download/2b6cf7e5-36ac-41cb-aab5-0d32050143dc_en?filename=ec_rtd_ai-guidelines.pdf
https://research-and-innovation.ec.europa.eu/document/download/2b6cf7e5-36ac-41cb-aab5-0d32050143dc_en?filename=ec_rtd_ai-guidelines.pdf
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14547-A-European-Strategy-for-AI-in-science-paving-the-way-for-a-European-AI-research-council_en
https://ec.europa.eu/eusurvey/runner/AI_in_science_strategy

The AIM-NASH tool, validated through a clinical study comparing its performance to human pathologists,
demonstrated improved reproducibility and consistency in assessing disease activity. By reducing variability
in clinical trials, the tool could accelerate the development and approval of new treatments for MASH.

Full information can be found here
MEPs blueprint to boost Europe's research and innovation

On 11 March 2025, Members of the European
Parliament (MEPs) put forward a report urging
stronger research and innovation capacities in
view of the upcoming 10th Research
Framework Programme (FP10). They advocate
for FP10 to become an independent EU
programme with a significantly increased
budget, supporting the goal of investing 3% of
GDP in R&D and funding at least 75% of
excellent proposals.

Recognising the administrative hurdles faced
by participants, MEPs stress the urgent need to radically simplify both application and management
processes. Drawing on stakeholder input, they suggest FP10 should pursue three key objectives:

e Fostering a European competition of ideas, ensuring smoother transition from basic research to
innovation scale-up;

e Supporting strategic research initiatives requiring large-scale, cross-border collaboration;

e Deepening the European Research Area.

They further call for enhanced budgets and autonomy for the European Innovation Council (EIC) and the
European Research Council (ERC), vital to drive disruptive innovation and high-risk research addressing
societal challenges.

Additionally, MEPs champion mission-driven programmes, promoting bottom-up research and
interdisciplinary collaboration, while highlighting the need to maintain international cooperation and uphold
academic freedom throughout the EU and its partner countries.

Full information can be found here
Commission adopts proposal for the next European Research Area Policy Agenda 2025-2027
On 28 February 2025, the European Commission presented its

proposal for a Council Recommendation on the European
Research Area (ERA) Policy Agenda 2025-2027. This proposal
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reflects extensive collaboration among the Commission, EU _ *:,ﬂ:*
Member States, Horizon Europe Associated Countries, and

stakeholders, who together shaped the agenda within the ERA _ ‘ o)
Forum. ; e
Building on the first ERA Policy Agenda 2022-2024, the new Siipcve
agenda serves as a strategic roadmap for the next three years, ==

focusing on key areas such as open science, research assessment reform, and fostering research careers. It
aims to translate the priorities set in the Pact for Research and Innovation into concrete actions, supporting
the EU’s long-term vision for research cooperation.

The proposed agenda is structured around three pillars:

EU Policy and Regulatory Updates March / April 2025 P.2


https://www.ema.europa.eu/en/news/ema-qualifies-first-artificial-intelligence-tool-diagnose-inflammatory-liver-disease-mash-biopsy-samples
https://www.europarl.europa.eu/news/en/press-room/20250217IPR26977/meps-blueprint-to-boost-europe-s-research-and-innovation?xtor=AD-78-%5bSocial_share_buttons%5d-%5blinkedin%5d-%5ben%5d-%5bnews%5d-%5bpressroom%5d-%5bhorizon-europe-assessment-ini%5d&

1. A policy narrative framing the ambitions, achievements, and lessons learned.

2. ERA structural policies and targeted actions addressing emerging challenges like Al in science,
research security, and science-for-policy collaboration. Expected deliverables include a roadmap for

Al in science, reinforced cooperation on research security, and the establishment of a science-for-
policy observatory.

3. An annex presenting concise workplans for each policy area and action, based on ERA Forum co-
created documents.
The Council is expected to adopt the ERA Policy Agenda 2025-2027 in May 2025, during the Polish Presidency.

Full information can be found here
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https://european-research-area.ec.europa.eu/sites/default/files/documents/2025-03/COM_2025_62_F1_ANNEX_EN_V4_P1_3951029_3.PDF?utm_source=Altertox+ACADEMY&utm_campaign=690f98bc9c-EMAIL_CAMPAIGN_2024_08_23_07_53_COPY_01&utm_medium=email&utm_term=0_-65c7e4a26b-372214290&mc_cid=690f98bc9c&mc_eid=c92c8811d8

