EU Policy and Regulatory updates

Questionnaire from the EU Commission

The EU Commission wants to draw up guidelines and a code of
practice for the transparency of Al systems in accordance with QUEST‘ON
Article 50 of the Al Act. THE EUROPEAN
The consultation consists of a questionnaire that providers and
operators of corresponding Al systems can answer from now

until October 2, 2025. \

NAIRE FROM
COMMISSION

e Press release on the consultation
e Questionnaire of the consultation

In addition, the Commission offers stakeholders the opportunity to participate in the preparation of the
Code of Practice. You can also contact the Commission until 2 October 2025 :

e Communication from the Commission on the Code of Practice

e FAQ on the Code of Practice and the Guideline on Transparency

The transparency obligations for providers and operators of corresponding Al systems will apply from 2
August 2026.
BvMed Trade association recommend that affected companies participate in the consultation individually.

European Commission’s Call for Evidence (future oriented) for the targeted revision of the MDR and
IVDR.

This is an opportunity for Avicenna's members to ' *
contribute individually and talking about acceptance of ). ¢ *
digital evidence. . Y Medical
The revision aims to streamline and future-proof the EU MDR * DeVice
regulatory framework of MDR and IVDR by reducing
administrative burden, enhancing predictability and
cost-efficiency, while safeguarding patient safety. * * *

% Regulation

Other key aspects:

- Targeted consultations are foreseen (with focus on SMEs)

- No public consultation, no impact assessment

- Call for Evidence is open until 6 October on the 'Have Your Say' platform

Link to Call

Civil Protection Mechanism Update

On 17 July 2025 a proposal was made to update the EU Civil Protection Mechanism, integrating health
emergency preparedness and response. The new regulation proposes around €11 billion in funding to
enhance the EU's capacity to detect, monitor, and combat cross-border health threats, including pandemics
and non-communicable diseases.

Read more

Programme of the 2025 Danish Presidency of the Council of the European Union
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https://www.mein.bvmed.de/p/7faaff55-9c08-4a60-bf3c-41d11189b3db
https://www.mein.bvmed.de/p/8ca0fe1c-9163-44c0-84da-7659b5f8c9c0
https://www.mein.bvmed.de/p/3d810f67-298c-44e4-a50b-e6357e0199e2
https://www.mein.bvmed.de/p/8d75861a-691f-43f3-ac17-ad20a0a0b309
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14808-Medical-devices-and-in-vitro-diagnostics-targeted-revision-of-EU-rules_en
https://civil-protection-humanitarian-aid.ec.europa.eu/news-stories/news/enhanced-preparedness-and-emergency-response-strengthening-eu-civil-protection-mechanism-combined-2025-07-17_en?utm_source=chatgpt.com

From 1 July to 31 December 2025, Denmark will hold the

Presidency of the Council of the European Union. ———

Recognising rising global competition, the Danish Presidency — O
emphasises that the green transition and life sciences must — @

be tightly interwoven with competitiveness policy. Reforms E m

will boost sustainable growth, with climate, energy, —

and health driving EU competitiveness.

The Presidency’s top priority is securing agreement on the pharmaceutical package to improve patient
access, stimulate innovation, and streamline regulation. It will also advance the critical medicines proposal
to strengthen supply chains and reduce dependency on non-EU sources.

Explore the full programme here.

On 8 August the Commission published a study on the deployment of artificial intelligence in healthcare.
The study provides insights into the current state of Al applications in healthcare settings and discusses
challenges and opportunities for their integration.

Read More

On 8 August a comprehensive action plan was launched to improve the cybersecurity of hospitals and
healthcare providers across the EU. The plan focuses on prevention, detection, response, and deterrence to
strengthen the security of health systems against cyber threats.

Read more
Targeted Consultation for 2026 Work Programme
(August 7): The Commission launched a consultation m

inviting stakeholders to share their views on future e
priorities for the EU4Health programme. This consultation Commission
aims to inform the 2026 Annual Work Programme and

shape the EU's strategic direction on public health. EU41 lt h
Read more e a

Call for Tenders on Substances of Human Origin (August 4): The European Health and Digital Executive
Agency (HaDEA) published a call for tenders to support joint work among EU countries in the field of
Substances of Human Origin (SoHO). The objective is to ensure the safety and quality of SOHO therapies and
improve patient access to these treatments.

Read more

On 9 July 2025 the Commission launched a new strategy to enhance the EU's response to health emergencies.
It focuses on developing next-generation flu vaccines, new antibiotics to combat antimicrobial resistance,
antivirals for insect-borne diseases, and dual-use countermeasures for chemical, biological, radiological, and
nuclear (CBRN) threats. This initiative aims to bolster the EU's health security and support innovation in the
biotech sector. Read more
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https://www.consilium.europa.eu/en/policies/pharma-pack/
https://danish-presidency.consilium.europa.eu/en/programme-for-the-danish-eu-presidency/programme-of-the-danish-eu-presidency/?utm_source=Altertox+ACADEMY&utm_campaign=98c5fdd7cf-EMAIL_CAMPAIGN_2024_08_23_07_53_COPY_01&utm_medium=email&utm_term=0_-65c7e4a26b-372214290&mc_cid=98c5fdd7cf&mc_eid=c92c8811d8
https://health.ec.europa.eu/publications/study-deployment-ai-healthcare-publications-office-eurep_en?utm_source=chatgpt.com
https://health.ec.europa.eu/ehealth-digital-health-and-care/digital-health-and-care/european-action-plan-cybersecurity-hospitals-and-healthcare-providers_en?utm_source=chatgpt.com
https://hadea.ec.europa.eu/news/targeted-consultation-eu4health-work-programme-2026-2025-08-07_en?utm_source=chatgpt.com
https://hadea.ec.europa.eu/news/eu4health-call-tenders-single-framework-contract-supporting-joint-work-member-states-field-2025-08-04_en?utm_source=chatgpt.com
https://health.ec.europa.eu/latest-updates/eu-sets-out-new-plan-boost-health-crisis-readiness-2025-07-09_en?utm_source=chatgpt.com

Commission facilitates data access for researchers under the Digital Services Act

Through an initiative under the Digital Services
Act (DSA), the European Commission helps
qualified researchers access internal data of
very large online platforms (VLOPs) and search
engines (VLOSEs) in the European Union.

These rules will enable independent research
into the systemic risks and mitigation measures
of VLOPs and VLOSEs.

Through a delegated act, the Commission is
clarifying how VLOPs and VLOSEs should share
data with qualified researchers, detailing the
legal and technical requirements for data access. It also establishes a new online DSA data access portal for
researchers to find information and communicat e with VLOPs, VLOSEs, national authorities, and the Digital
Services Coordinators (DSCs).

Researchers must be vetted by a DSC to access internal data. On June 27, the Board of Digital Services
Coordinators endorsed an intention for further cooperation among all DSCs to uniformly implement the
vetting and data access procedures.

The European Parliament and Council now have three months to review the delegated act, which will enter
into force at the end of this period, upon publication in the Official Journal. At that time, the first researchers
can submit their application to access platforms’ internal data.

This regulation complements the existing DSA obligation for VLOPs and VLOSEs to provide access to
researchers to data publicly available on their interfaces.

Read more information about the adoption of the delegated act.

High-level multistakeholder workshop Al Compute Stack

On 7 July 2025 in Brussels, th e European Commission hosted a high-level workshop on the Al Compute
Stack.

The amendment sets out EU support to the establishment of ultra-scale Al Gigafactories - world-class
compute infrastructure designed to develop, train and run the next generation of v ery large Al models,
supporting the objectives of the Al Continent Action Plan.

The proposal also introduces a dedicated Quantum Pillar, as a first action of the Quantum Europe
Strategy published on 2 July 2025.

Next steps
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https://data-access.dsa.ec.europa.eu/home
https://digital-strategy.ec.europa.eu/en/policies/dsa-dscs
https://digital-strategy.ec.europa.eu/en/policies/dsa-dscs
https://digital-strategy.ec.europa.eu/en/news/dsa-board-statement
https://digital-strategy.ec.europa.eu/en/news/commission-adopts-delegated-act-data-access-under-digital-services-act
https://digital-strategy.ec.europa.eu/en/factpages/ai-continent-action-plan
https://digital-strategy.ec.europa.eu/en/library/quantum-europe-strategy
https://digital-strategy.ec.europa.eu/en/library/quantum-europe-strategy

The proposal will now undergo the legislative consultation procedure in the Council, with the European
Parliament providing its opinion.

More information will be available soon on the EuroHPC webpage
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https://eurohpc-ju.europa.eu/

