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The European Society of Radiology (ESR) takes note of the Digital Omnibus proposal on artificial
intelligence and the European Commission’s efforts to simplify and improve the implementation
of the Al Act. In this context, ESR would like to highlight several considerations relevant to the
medical field, particularly regarding Al literacy, coherence with existing sectoral legislation,
standards harmonisation, bias detection, and the continued need to ensure patient safety and
clear allocation of responsibilities.

As artificial intelligence becomes increasingly integrated into clinical practice and health
research, especially in the medical imaging field, it presents both opportunities and new
responsibilities for healthcare professionals, who remain responsible for oversight and
validation of Al-generated outputs. This highlights the importance of governance frameworks
that support the safe and effective use of Al in healthcare.

The ESR strongly advises that the below mentioned points are taken into consideration.
1. Post-market Monitoring

ESR notes the Digital Omnibus amendment removing the Commission’s empowerment to adopt
a harmonised template for post-market monitoring plans (Article 72(3) of Regulation (EU)
2024/1689). This change provides providers of high-risk Al systems with greater flexibility to
implement monitoring systems tailored to their organisation.

At the same time, ESR emphasizes that consistent post-market surveillance remains essential
to detect performance drift, dataset bias, and safety incidents, particularly in Al systems
supporting clinical decision-making. Bias and discriminatory effects may only become apparent
once Al systems are deployed in real-world healthcare settings, and formal high-risk
classification alone does not fully capture these risks.

Recommendation

The Commission should publish guidance or minimum criteria for post-market monitoring,
clarifying how providers can comply while maintaining flexibility. This guidance should include
considerations for the processing of GDPR special-category data, strictly limited to situations
where it is necessary to detect serious risks of bias or adverse effects, with appropriate
pseudonymisation (or anonymisation) and security safeguards. Expertise will be needed to
define relevant metrics, establish interoperable infrastructures, and ensure safe, effective use
of high-risk Al systems in healthcare.
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Complete datasets with a wide representation of patients and conditions that consider
underlying factors such as social determinants of health are essential for the development of Al
algorithms and systems in healthcare. Bias in such systems may have serious consequences for
healthcare and research and may lead to misdiagnosis or inefficient treatment. Because current
systems are based on specific training data, they inherently have insufficient safeguards
preventing the emergence or persistence of discriminatory elements. Problems may therefore
only become apparent once Al systems are used more frequently. We must be able to detect and
correct bias after systems are deployed, otherwise residual harms can persist in real-world use.
A lifecycle assessment approach is necessary to prevent, identify and correct bias both in a pre-
market and post-market setting.

Recommendation

The ESR considers bias detection indispensable. Processing of special-category pseudonymised
data for bias detection should be permissible, with the necessary safeguards in place. Data
processing should be subject to the “strictly necessary” threshold and appropriate safeguards
(IMCO-LIBE amendment 8) and be consistent with the Al Act’s data-governance framework. An
explicit legal basis under the GDPR (substantial public interest), combined with robust
pseudonymisation, security measures and transparency, strengthens legal certainty and
supports more uniform application across the EU.

In practice, hospitals and auditors often work with pseudonymised datasets that are useful for
bias audits but not re-identifiable by the recipient. Clear EU level guidance on when such data
are sufficiently shielded for the recipient would enable low risk, high value audits consistently
across Member States.

3. Alignment with MDR/IVDR

The ESR notes the proposal to streamline the regulatory framework for Al-enabled medical
devices through alignment with the Medical Device Regulation (MDR) and In Vitro Diagnostic
Medical Device Regulation (IVDR). Coordinated conformity assessment through a single Notified
Body may reduce duplicative procedures, support regulatory efficiency, and maintain patient
safety and harmonisation for high-risk Al systems.

Recommendation

The ESR welcomes the alignment of the Al Act with the MDR/IVDR and highlights the necessity to
maintain regulatory coherence and harmonisation, while preserving robust oversight for high-risk
Al systems.
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ESR recognises the importance of Al literacy as highlighted in Article 4 of the Al Act. As Al
becomes increasingly integrated into clinical practice and health research, ensuring that
healthcare professionals and patients have the necessary knowledge and understanding of Al
systems is essential for their safe and effective use. In radiology, Al has the potential to enhance
diagnostic accuracy and efficiency, while requiring appropriate professional oversight.

ESR supports the proposed clarification of Article 4 in the Digital Omnibus, which places a
greater role on the Commission and Member States in encouraging and fostering Al literacy and
takes away the regulatory requirement from Al providers and deployers recognising that the
current one-size-fits-all obligation may not be suitable for all providers and deployers.

Recommendation

Clarify the roles and responsibilities of actors involved in promoting Al literacy and ensure
adequate EU- and national-level support for training and education, enabling deployers of high-
risk Al systems to ensure that staff are appropriately trained and able to exercise effective human
oversight. The role of medical professional societies in contributing to Al literacy measures
should be highlighted and recognised to define and oversee standards for the safe deployment
of Al in the health sector. For deployers of high-risk Al systems, ensuring that staff are
appropriately trained and able to exercise effective human oversight should remain essential for
maintaining patient safety and clinical accountability.

5. Regulatory Sandboxes

ESR notes the Digital Omnibus proposals to simplify regulatory procedures, including
streamlined registration and broader access to regulatory sandboxes. Facilitating access to
regulatory sandboxes and simplified registration can support innovation, allow earlier testing of
novel solutions in real-world settings, and contribute to a diverse and competitive Al ecosystem.

At the same time, ESR emphasises that simplification should not compromise patient safety or
weaken existing safeguards. Even in the context of smaller developers or innovative solutions,
regulatory clarity and adherence to high-risk Al requirements remain essential to ensure safe and
effective deployment in clinical practice. These measures should complement, rather than
replace, robust evaluation and oversight mechanisms.

Recommendation

Ensure that regulatory simplification measures, including streamlined registration and sandbox
access, continue to support innovation in specialised medical Al tools while preserving existing
safety and accountability safeguards.
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6. Ensuring Safety and Responsible Use of General-Purpose Al

ESR notes that general-purpose Al (GPAI) models, while not specifically intended for healthcare,
are increasingly used by professionals and patients to support diagnostic and treatment
decisions. Although they do not automatically fall under high-risk Al requirements, their use in
clinical contexts introduces potential safety risks that may be major.

Regulatory clarity is needed to ensure that GPAI systems influencing clinical decision-making are
assessed and supervised in line with high-risk Al principles. Robust human oversight, lifecycle
monitoring, and mechanisms for detecting and correcting bias, including the use of
pseudonymised special-category data under strict safeguards, remain essential to maintain
patient safety and diagnostic quality.

Recommendation

Provide specific rules and requirements for the use of GPAI in healthcare to mitigate patient risks,
ensuring robust oversight, lifecycle monitoring, and bias detection, consistent with ESR guidance
on safe Al deployment in radiology.
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