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Digital Omnibus Update. More time (up to August 2028) yet confirming that Al-enabled medical devices and IVDs
stay subject to the Al Act.
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Since its entry into force on 1 August 2024, Regulation (EU) 2024/1689 (the “ Al Act ”) has raised a recurring
question for the medical technology sector: Do Al-enabled medical devices and in vitro diagnostics (IVDs) —
already comprehensively regulated under Regulations (EU) 2017/745 (“ MDR ”) and (EU) 2017/746 (“ IVDR ) —
additionally fall within the scope of the Al Act’s high-risk regime? Following the political agreement on the “Digital
Omnibus on Al” reached by the EU co-legislators on 7 May 2026 , the answer is now settled: They do !

Under Art. 6 (1) in conjunction with Annex |, Sec. A of the Al Act, an Al system qualifies as high-risk where (i) it is
itself a product, or a safety component of a product, covered by the Union harmonisation legislation listed in
Annex | — which expressly includes the MDR and the IVDR — and (ii) that product is required to undergo a third-
party conformity assessment under the relevant sectoral act. Because the vast majority of Al-enabled medical
devices and IVDs (for example, Al/ML-based software as a medical device, diagnostic imaging or clinical decision-
support software) require the involvement of a Notified Body under the MDR/IVDR classification rules, they are
automatically classified as high-risk Al systems. Only the narrow category of devices eligible for self-certification —
such as certain Class | devices under the MDR — may fall outside this trigger.

Key changes under the Digital Omnibus agreement (7 May 2026):
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No sector-specific carve-out for medical devices : Throughout the legislative process, MedTech Europe, BVMed
Germany and other industry associations advocated for a single, sector-specific compliance pathway under which
high-risk Al requirements would be implemented through the MDR/IVDR alone, and the European Parliament had
proposed moving the MDR and IVDR from Annex |, Sec. A to Sec. B of the Al Act. The final compromise did not
adopt this approach. The horizontal nature of the Al Act was reaffirmed, and Al-enabled medical devices and IVDs
remain subject to its high-risk requirements in parallel to the MDR/IVDR.

Postponed application date : For high-risk Al embedded in regulated products under Annex | — including medical
devices and IVDs — the application date is deferred from 2 August 2027 to 2 August 2028 (a one-year
postponement). For stand-alone high-risk Al systems under Annex Ill, the date moves from 2 August 2026 to 2
December 2027 . The agreed text replaces the Commission’s originally proposed conditional “trigger” mechanism
with these fixed dates, acknowledging that the necessary harmonised standards, guidance and conformity-
assessment infrastructure are not yet in place.

Mechanism to limit duplicative requirements : To mitigate “double regulation”, the Commission is to be empowered
to limit the application of specific Al Act requirements where the sectoral legislation — here, the MDR/IVDR —
already imposes equivalent obligations. The framework nevertheless remains a dual one: manufacturers must
continue to satisfy both regimes unless and until such limitations are actually adopted.

Narrowed definition of “safety component” : Al systems used solely for non-safety-related functions — such as user
assistance, performance optimisation, service efficiency, automation or convenience, or quality control — will no
longer be classified as high-risk merely because they are embedded in a regulated device, unless their failure or
malfunction would endanger health and safety. This creates welcome scope to exclude purely ancillary Al features
from the high-risk category.

Key Takeaways | What's next?

For manufacturers of Al-enabled medical devices and IVDs, the strategic message is that dual compliance is here
to stay: the Al Act applies on top of — not instead of — the MDR and IVDR. The postponement to 2 August 2028
provides valuable additional preparation time, but it should not be read as an invitation to pause. The practical
task now is to integrate the Al Act’s high-risk requirements — data and data governance, risk management,
technical documentation, transparency and human oversight, logging, accuracy, robustness and cybersecurity,
and post-market monitoring — into the existing ISO 13485 quality management system and the MDR/IVDR
technical documentation, rather than building a parallel compliance silo. Companies should also follow the
development of harmonised standards and any forthcoming MDCG guidance, the broadened access to Al
regulatory sandboxes and real-world testing now opened to Annex | systems, and the extent to which the
Commission ultimately exercises its power to limit duplicative requirements.

Importantly, the Digital Omnibus is at this stage a provisional political agreement ( Council document 9247/26 of
13 May 2026 ) and not yet binding law. Formal adoption by the European Parliament and the Council, followed by
publication in the Official Journal, is expected before 2 August 2026 — the date on which the high-risk rules would
otherwise begin to apply. Until then, the original timeline in the Al Act remains the legally applicable text.

The forthcoming revision of the MDR and IVDR is set to become the principal forum for resolving this coherence
question. The Commission's December 2025 simplification proposal ( COM(2025) 1023 ) already envisages
making the device rules the primary framework, with the Al Act applying to medical devices and IVDs only to a
limited extent and Al-specific requirements handled within the ordinary conformity assessment. Whether this
delivers the single, duplication-free pathway long sought by industry will depend on the final text and on the
necessary delegated acts and harmonized standards being in place before 2 August 2028.

More from this series
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CJEU on distributor's verification obligations under MDR

Medical device (and IVD) distributors. CJEU confirms that distributors need not repeat the manufacturer’s
classification or conformity assessment, but must perform a “consistency check” for obvious inconsistencies.
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Click here to find out more
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EHDS implementation: preparing for health data access and reuse and what they should prepare before 2029

EHDS implementation has begun. For life sciences companies, the key issue is how controlled access to health
data, secondary use, Al training and data protection governance will work in practice — and what should be
prepared before 2029.
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The new Product Liability Directive: three life sciences priorities before the 2026 deadline

The new EU Product Liability Directive applies to products placed on the market after 9 December 2026. Three
changes call for decisions by life sciences companies now: software and Al as products, an eased burden of
proof, and disclosure of internal evidence.
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France renews its simplified anti-gift conventions — what life sciences companies operating in France need to
know

France enforces one of Europe's strictest anti-gift regimes, broadly prohibiting any benefit to healthcare
professionals, in particular. Within this framework, simplified conventions offer a practical derogation — allowing
companies to bundle hospitality declarations into a single filing. These conventions have just been renewed for
another two years, with notable developments: COMIDENT (dental sector) joins as a signatory and a new two-
month deadline applies for participant list submissions for certain types of convention.
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Case law — VfGH on the elmpfpass and central vaccination register

The Austrian Constitutional Court rejected challenges to the elmpfpass and central vaccination register on
procedural grounds. The decision leaves the register in place, but highlights the role of data protection remedies in
digital health infrastructure.
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Medical Cannabis Platforms Breach Advertising Ban

Case law — German Federal Court of Justice (Bundesgerichtshof) — Online platforms brokering medical cannabis
treatments breach the prohibition of public advertising under the German Healthcare Advertising Act
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Hungarian supreme court on legal standing to challenge generic marketing authorisations

Case law — Hungarian Supreme Court (Kudria), precedent-setting judgment of 7 May 2026 — Kfv.37.810/2025/27 —
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On legal standing to challenge generic marketing authorisations
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Poland’s new Al systems act: a regulator and practical tools

Poland’s new Al systems act builds the national framework for the EU Al Act. A new regulator is introduced,
alongside two practical tools.
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