EU Policy and Regulatory updates

The European Commission launched a flagship
initiative in October 2025 to increase the use of Al in
healthcare, building on a study from August 2025.
This is part of a broader "Apply Al Strategy" to
integrate Al across key sectors, with a focus on
improving diagnostics and public services.

Supporting the diffusion of digital health
technologies in Europe can deliver a “triple win”: FXSlalAl AL RRARALIA (43
improved healthcare outcomes for citizens, more
sustainable healthcare systems, and a stronger,
more competitive economy. Recognising healthcare as a strategic sector, the European Commission
highlights it in the Competitiveness Compass and the Al Continent Action Plan, reflecting priorities outlined
by President von der Leyen and recent Letta and Draghi reports.

To secure European leadership in trustworthy Al and advanced medical technologies, the EU is investing
across the entire Al value chain. Key initiatives include:

Supercomputing: The EuroHPC Joint Undertaking launched 13 Al Factories, including 10 focused on
healthcare, providing start-ups and SMEs access to advanced Al resources. The EU will also develop Al
Gigafactories to train complex Al models.

Chips: A review of the Chips Act aims to strengthen Europe’s autonomy in designing and producing Al
semiconductors, critical for Al-powered wearables, implantable sensors, connected devices, diagnostics
tools, and medical robots.

Cloud: A proposed Cloud and Al Development Act will boost private investment in cloud infrastructure,
supporting Al-driven diagnosis, decision-making systems, patient-centred care models, preventive health,
and other disruptive healthcare technologies.

These measures collectively aim to position Europe at the forefront of Al-enabled digital health innovation.

More information

TEHDAS2 has just launched a Public Consultation on 11 draft guidelines and technical specifications linked to
the implementation of the EHDS.

The consultation is open to all stakeholders — citizens, health professionals, authorities and regulators — to
ensure the outputs are relevant, balanced and practical.

The European Commission held a public consultation on the
proposed EU Biotech Act, which was open until November 10,
2025. The consultation, launched in August 2025, gathered input
from the public and various stakeholders to help shape future
legislation intended to strengthen Europe's biotechnology sector.
Key areas of focus included simplifying regulations, improving
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https://digital-strategy.ec.europa.eu/en/policies/artificial-intelligence-health#:~:text=Healthcare%20systems%20increasingly%20become%20targets,EVENT%20%7C%2006%20June%202025
https://tehdas.eu/public-consultations/

access to funding, and addressing skills gaps to accelerate the time-to-market for biotech products.
Goals of the consultation
e To identify challenges and barriers in the current biotechnology and biomanufacturing sector.
e To gather evidence and views from all relevant sectors, including medical, agricultural, industrial, and
environmental.
e To shape policy actions that could simplify and harmonize regulations, support startups, and address
issues like skills gaps and data governance.
Consultation topics
e General views on biotechnology
e The current regulatory environment in the EU
e Access to capital for biotech companies
Biotechnology clusters and organizations
Biotechnology manufacturing processes
e  Workforce availability, upskilling, and reskilling
e Data and artificial intelligence integration
e Biosecurity and defense applications.

More

HaDEA published new calls for proposals under the 2025 EU4Health Work Programme, focusing on
implementing cancer screening, leveraging Al for cardiovascular health, promoting lifelong prevention, and
supporting a medicine pricing tracker.

More Information

The World Health Organization (WHO) and the European Union (EU) have renewed their collaboration to
advance universal health coverage (UHC) with Phase V (2025-2028) of the UHC Partnership, WHQ's largest
platform for strengthening health systems and primary health care. Supported by EUR 40 million from the
EU, with further contributions expected in 2027, this phase focuses on building resilient, equitable, and
people-centred health systems aligned with the health-related Sustainable Development Goals.

Since its launch in 2011, the UHC
Partnership has helped over 115 countries
implement health reforms, improving
governance, service delivery, health
financing, and emergency response,
reaching more than 3 billion people
worldwide. Phase Vv prioritizes
strengthening  health  financing and
governance, evidence-informed planning,
and integrated, high-quality service delivery,
including sexual and reproductive health,
noncommunicable diseases, and mental
health. It also emphasizes equity, gender
equality, climate resilience, and domestic

resource mobilization.

EU Commissioner Jozef Sikela highlighted that strong health systems underpin sustainable development and
global stability, while WHO Director-General Dr Tedros Adhanom Ghebreyesus stressed that partnership is
key to translating global commitments into national action. Phase V comes at a crucial time, as countries face
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climate change, economic instability, and reduced development assistance. Together, the EU and WHO aim
to strengthen resilient, sustainable, and inclusive health systems worldwide through a primary health care
approach.

More information

In September 2025, the EU Council called for urgent action to address the decline in EU clinical trials and
urged the Commission to improve the ecosystem through updated regulations and an investment plan.

The Council approved conclusions on life sciences
for the Union’s competitiveness. The Council
welcomes the ambition of making the EU the
world’s most attractive place for life sciences by
2030, as outlined in the Commission’s recent
strategy, and provides guidance to unlock the
Union’s full potential for competitiveness. The
Council encourages support throughout the
whole value chain from fundamental research
and uptake to stronger research in advanced
therapy medicinal products (ATMPs), a leading EU
role in clinical trials and a broad approach to
biotechnology. It also calls for the use of
advanced technologies — such as artificial intelligence and quantum computing — in life sciences, while
stressing the importance of developing skills, and attracting and retaining talent. At the same time, it
underlines the importance of a business-friendly regulatory framework, that reduces administrative burden
and supports innovative SMEs and sustainable manufacturing capacities. Finally, in the conclusions is
highlighted the need for a coordinated governance framework on life sciences and for swift implementation
of the proposed actions.

The Council stresses the urgent need to address the EU’s declining share and reduced global impact in clinical
trials. It calls on the Commission to improve the ecosystem for multi-country and multi-centre clinical trials,
including by updating the regulatory framework and establishing an investment plan for clinical research. It
also underlines the challenges of using health data for research and innovation, insisting on the need to
overcome remaining hurdles to strengthen disease prevention and deliver high-quality healthcare. Measures
include better coordination among existing clinical trial projects, further digitalisation of health systems, and
using artificial intelligence.

the Council calls for an ecosystem that boosts R&l, strengthens support for innovative SMEs, and preserves
Europe’s manufacturing capacity. A business-friendly regulatory framework that reduces administrative
burdens and fosters innovation will be key. The Council looks forward to forthcoming Commission proposals
— including the Innovation Act and the Biotech Act — to cut fragmentation, simplify rules, improve
transparency, and shorten the time needed for research-intensive biotech innovations to reach the market.
The announced R&I Agenda for Food Systems and the Bioeconomy Strategy are also expected to play an
important role in agriculture, food, and environmental systems, ensuring food security, safeguarding human
and animal health, and protecting the environment.

Read more
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The new programme defines the Union’s economic, social and geopolitical ambitions for 2026 through 47
planned legislative initiatives. The emphasis is on cutting red tape, improving competitiveness and bolstering
security, while also advancing progress in innovation, energy policy, defence, employment and
environmental sustainability. The overarching goal is clear: to build a more agile, resilient and future-ready
European Union.
As part of its better-regulation agenda, the Commission also plans 20 evaluations of existing laws to assess
their effectiveness, streamline overlapping rules, reduce administrative complexity and lower compliance
costs. Key expected developments include the Biotech Act, scheduled for adoption in the third quarter of
2026, and continued progress on the Medical Devices Regulation, which is due to be finalised before the end
of 2025—underscoring the EU’s sustained attention to healthcare and patient safety.
The most substantial section of the programme falls under the heading A new plan for Europe’s sustainable
prosperity and competitiveness. This cluster brings together initiatives designed to strengthen the EU’s
industrial foundation, reinforce its innovation leadership and accelerate its green and digital transitions.
Among the headline initiatives are:
e The European Innovation Act, which aims to integrate and strengthen Europe’s research and
innovation landscape.
e The Advanced Materials Act, supporting the development and deployment of next-generation
strategic materials.
e The Cloud and Artificial Intelligence Act and a renewed Chips Act, both geared toward enhancing
Europe’s technological autonomy.
e The European Critical Raw Materials Centre, created to secure reliable access to essential resources
for industry.
Together, these measures outline a broad and interconnected policy framework that promotes scientific
excellence, sustainable technological development and Europe’s long-term competitiveness in global health
and industry.

Full document here
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