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& What does effective AI governance look like? 



The AI Act (+) provides a legal architecture
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CLASSIFY THE USE

AI in Healthcare may 

qualify as high risk. 

Intended purpose 

matters.

PROVIDERS

For high-risk AI: manage 

risks, document, build 

oversight and monitor 

performance.

DEPLOYERS

Use it as instructed, 

assign oversight, 

monitor use and act on 

risks.

→ We have the law, we won? 



Who governs AI in healthcare? 
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Diagnostics

Decision 

support

Prediction 

Treatment 

planning 

Administration 

& Operations 

Patient facing 

chatbots…



POLL
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Who governs AI ?

• Clinician 

• (Hospital) management 

• Technology developers 

• Policymakers 

• Other 



Who governs AI in healthcare? 
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Human in the loop
Diagnostics

Decision 

support

Prediction 

Treatment 

planning 

Administration 

& Operations 

Patient facing 

chatbots…

In the loop of what?



How can institutions govern AI in healthcare effectively?
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IN THE LOOP OF WHAT?

• Where are decisions 

being made? 

• When? 

• Who is at the table?

GOVERNANCE INSTRUMENTS

Make decisions on AI life 

cycle explicit

IMPACT ASSESSMENTS (FRIA) 

CONNECTED 

RESPONSIBILITY



POLL
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Have you heard of Impact Assessments (IA)?

• Not really 

• I have a vague notion of the existence of IA 

• I am familiar with the Dutch IAMA (specific IA) 

• I am familiar with (another) specific IA  



How can institutions govern AI in healthcare effectively?
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IN THE LOOP OF WHAT?

• Where are decisions 

being made? 

• When? 

• Who is at the table?

GOVERNANCE INSTRUMENTS

Make decisions on AI life 

cycle explicit

IMPACT ASSESSMENTS (FRIA) 

• Identify risk explicitly 

• Consider mitigations 

• Improve transparency 

• Create dialogue 

• Support responsible use 

CLEAR 

AUTHORITY 

CONNECTED 

RESPONSIBILITY



What does effective AI governance look like?

Connected responsibility

Clear authority

Shirley Kempeneer  ·  Tilburg University

→ Make the law win! 



AI fought the law and the law won: AI 

Regulation and Governance in Europe

14 October 2026, Brussels

EUPHA 2026 Webinar Series - From hype to hope: public health practice in the age of AI

Sara Roda, CPME Senior Policy Advisor



We are committed to contributing the 

medical profession’s point of view to EU 

institutions and European policy-making 

through pro-active cooperation on a 

wide range of health and healthcare 

related issues.

1.7 million European Doctors from 37 countries 

We represent national medical associations across Europe, covering more than:

We promote the highest level of 

medical training and practice but 

also the provision of evidence-

based, ethical and equitable 

healthcare services. 



Members



What the AI regulation means 

for healthcare professionals 

and organisations?



Regulation on AI in healthcare

• Ensures patient safety

• Analysis of AI data-driven risks in products

• Increases trust among healthcare professionals

• Implies specific obligations:

o AI literacy, 

o deployers’ obligations, e.g.,  human oversight, keeping logs for 6 six 
months, using the system according to the instructions

• Guarantees transparency

• (…) 



How do regulatory 

requirements translate into 

day-to-day healthcare practice?



Deployment of AI in healthcare: sector specific challenges 
and accelerators

POLICY NOVEMBER 2024

• Focus on clinical decision-making 
AI systems;

• Identifies reasons for low uptake 
on AI in healthcare 

• Provides recommendations to 
improve AI uptake.

• Please find the full policy here. 

https://www.cpme.eu/news/deployment-of-ai-needs-to-improve-clinical-practice-without-disinvesting-in-other-areas-of-healthcare


What responsibilities should 

fall on developers, providers, 

clinicians and healthcare 

organisations?



Regulation on AI - responsibilities

• National guidelines clarifying responsibilities

• Promote adequate tools and methods to interpret and explain AI output 
and provide detailed and clear instructions for use for deployers

• CPME supports applying the strict liability regime for AI systems, no need 
for victim to prove fault

• Encourage AI and cyber insurance cross-border coverage, include tail 
coverage

• Freedom to decide using an AI system, bearing in mind the best interests 
of the patient

• Retain the right to disagree with an AI system without additional 
repercussions



How can regulation support 

trustworthy adoption rather 

than create purely procedural 

compliance?



Proposed amendments to the Digital Omnibus AI

AMENDMENTS MARCH 2026

• CPME calls to maintain medical devices within the 
scope of the AI Act and apply the requirements 
for high-risk AI systems set out in Chapter III, 
Section 2 of the AI Act.

• We also call to retain the obligation from providers 
and deployers to ensure a sufficient level of AI 
literacy for their staff and persons operating with 
AI.

• It is necessary to restore the obligation to register 
in an EU database a high-risk AI system in Annex III 
when the provider self-exempts it from being a 
high-risk.

• Read the amendments here.

https://www.cpme.eu/api/documents/adopted/2026/03/cpme_ad_21032026_016.final.cpme.amendments.digital.omnibus.ai.pdf


Proposed amendments to the Medical Devices Regulations Revision

• We propose to safeguard important requirements and 
safeguards on high-risk AI systems used for medical 
purposes, such as ensuring human oversight, risk-
management system focusing on AI-specific risks 
relating to outputs, as well as on transparency, 
accuracy, robustness and cybersecurity.

• We are against the relaxation of clinical evidence 
requirements for high-risk devices (class III), we 
emphasise that direct clinical evidence from the 
manufacturer is essential to ensure patient safety and 
maintain public trust.

• Read the amendments here.

POLICY MARCH 2026

https://www.cpme.eu/api/documents/adopted/2026/03/cpme.2026-021.final.public.amendments.mdr.pdf


Key recommendations

• Certify AI systems to increase trust among healthcare professionals

• AI officer to translate regulation into practice, communicate with regulators

• Enforcement better aligned, more guidelines and dialogue, soft approach in
the beginning

• Ensure patient’s awareness and consent of AI system usage (ethical 
requirement)

• Coordinate knowledge environment at EU and national level



• Maintain MDR and IVDR under the AI Act

• “Move fast break things” approach of digital innovation technology does not

work in healthcare - evidence-based sector

• AI must not replace or compete with health professionals, nor diminish

patient autonomy and shared decision-making

• Increase capacity and number of active notified bodies

• Support no-fault liability regime and mandatory insurance coverage for AI

systems

• Ensure long-standing financial support for deploying AI in healthcare

CONCLUSIONS



Thank you for your attention!

For more information, please contact CPME Secretariat: 

+32 2 732 72 02     |     secretariat@cpme.eu      |     www.cpme.eu      |     @ CPME_Europa



AI in healthcare: 

setting the regulatory scene

Janos Meszaros



Why healthcare AI is distinctive?

• High stakes: errors can mean physical harm or death. 

Safety and performance are central, not optional.

• Vulnerable people: patients are ill, dependent and in an 

unequal position, which makes real choice hard.

• Sensitive data: health data is special-category data, so 

training and use touch core privacy concerns.

• Trust and relationship: care rests on trust and shared 
decisions. AI changes who, or what, takes part in them.



Layered European framework 

• AI Act: risk-based rules for AI systems and general-purpose 

models.

•MDR and IVDR: safety and performance of medical device 

software; the route for most clinical AI.

• GDPR: legal basis and safeguards for processing health data 

• European Health Data Space: Primary and secondary use of 

health data.



How many medical images do you think are 

generated each year in Europe?



How many medical images do you think are 

generated each year in Europe?



How many of these medical images are reused for 

research?



How many of these medical images are reused for 

research?



Patient protection and 

data sharing for scientific research 

• Protecting patients and their data: purpose limitation, data 
minimisation and patient control to protect dignity and trust.

• Sharing data for research: safe, effective and fair AI needs 
large, diverse and representative datasets for training, 
validation and monitoring.

• Both serve the public interest, and ‘weak’ data sharing can 
itself harm patients, through biased or poorly validated AI. 



Gaps and tensions 

• Patients at the margins: the AI Act speaks of 'affected persons', with 

only limited individual remedies

• Overlapping regimes: AI Act, MDR and GDPR overlap. Duplicated 

procedures risk box-ticking and not better care.

• Systems that keep learning: rules assume a product frozen at 

approval. Post-deployment change needs workable oversight.

• Unclear accountability: developers, hospitals and clinicians share the 

chain. Who answers to the patient is still open.
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