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To the Minister of Health of Ireland Jennifer Carroll Macneill - the president of the EPSCO
Council of the EU

Cc: Minister for Social Security of Finland Karoliina Partanen, Minister for Social Affairs and
Public Health of Sweden Jakob Forssmed, and Minister for Health and Minister for
Ecclesiastical Affairs of Denmark Ida Auken

Harsholm, 21. September 2026

MDR/IVDR revision: Maintaining the ambition for genuine simplification
Dear Jennifer Carroll Macneill (cc: Karoliina Partanen, Jakob Forssmed, and Ida Auken),

Ahead of the informal meeting of EU Health Ministers in Dublin, we, the undersigned Nordic
medtech associations, call on the Irish Presidency and our respective governments to maintain a
high level of ambition in the ongoing revision of the Medical Devices Regulation (MDR) and the In
Vitro Diagnostic Medical Devices Regulation (IVDR).

The revision represents a crucial opportunity to address a regulatory framework that has become
too complex, costly and unpredictable, while maintaining a high level of patient safety.

The European Commission’s proposal is an important step in this direction. It introduces several
measures aimed at reducing unnecessary administrative burdens, improving predictability and
supporting innovation, including the removal of the current five-year limitation on the validity of
certificates.

As negotiations in the Council move forward, it is essential that the original objective of the
revision — genuine simplification — is maintained and that requirements which the Commission
has proposed to remove are not reintroduced through the Council negotiations.

Recertification must not be reintroduced
For the Nordic medtech industry, this is particularly important with regard to recertification.

We strongly support the Commission’s proposal to remove the maximum five-year validity of
certificates across all risk classes and replace the current recertification cycle with periodic
assessments proportionate to the device’s risk level.



We are therefore concerned about discussions on potentially reintroducing recertification
requirements for certain categories of medical devices, including high-risk and implantable
devices. This would undermine one of the most important simplification measures in the
Commission proposal.

Mandatory recertification creates significant costs, administrative burdens and uncertainty for
manufacturers without a corresponding benefit to patient safety. Under the MDR and IVDR,
manufacturers and their devices are already subject to extensive post-market surveillance,
vigilance requirements and continued oversight by notified bodies.

Against this background, the reintroduction of mandatory recertification requirements — including
a requirement for a single additional recertification cycle for specific risk classes — would
constitute a clear red line for the Nordic medtech industry.

We therefore urge the Irish Presidency and the Nordic governments to maintain the Commission’s
approach and ensure that the removal of mandatory recertification applies across all risk classes.

Article 17 - no additional requirements for manufacturers of single-use devices

As a matter of principle, devices designed, tested and certified for single use should remain
single-use and should not be reprocessed or reused. Reprocessing may introduce risks relating to
safety, performance, sterility and traceability, as well as creating uncertainty about responsibility
and liability.

Further, the revision should not introduce additional obligations for manufacturers to justify why
their single-use devices should not be reprocessed. Such requirements would effectively reverse
the burden of proof by requiring manufacturers to assess and document uses outside the device’s
intended purpose.

We therefore call for the proposed changes to Article 17 to be reconsidered.

Article 5(5) — in-house manufacturing must remain a targeted exemption

The possibility for health institutions to manufacture devices in-house serves an important
purpose where specific patient needs cannot adequately be met by an equivalent CE-marked
device. However, Article 5(5) must remain a targeted exemption and should not develop into a
parallel regulatory pathway operating under less stringent requirements.

We are therefore concerned by the proposed expansion of the exemption, including the possibility
of transferring in-house devices between health institutions and, under the IVDR, removing the
requirement to justify in-house manufacturing by reference to an unmet need that cannot be
addressed by an equivalent CE-marked device. Where an appropriate CE-marked solution is
available, this should remain the starting point.



Ensure one regulatory pathway for AI-enabled medical devices
The revision should also contribute to a clear and coherent regulatory framework for AI-enabled
medical devices.

Al-enabled medical devices should not be subject to duplicative requirements and assessments
under both the AI Act and MDR/IVDR. AI requirements should be addressed through the sector-
specific framework, enabling a single conformity assessment and avoiding dual regulation.

A clearer regulatory pathway for integral drug-device combination products is needed
Finally, the revision should ensure a more coherent regulatory pathway for integral drug-device
combination products (iDDC’s), which account for around 20 percent of modern medicines.

Article 117 should be removed where its requirements are adequately covered by the
pharmaceutical legislation, thereby avoiding duplicative requirements and assessments. This
should be complemented by an amendment to Article 106b to ensure appropriate coordination
with EMA and establish a clearer and more predictable regulatory pathway for these products.

Europe has an opportunity to restore its competitiveness in medical technology

The Commission has recognised that the current regulatory framework needs fundamental
improvement. The Council now has an opportunity to ensure that the revision delivers on that
ambition.

Europe needs a regulatory framework that combines a high level of patient safety with greater
proportionality, predictability and capacity for innovation. Reintroducing requirements that the
Commission has deliberately proposed to remove would mo ve the revision in the opposite
direction.

We therefore call on the Irish Presidency and the governments of Denmark, Finland and Sweden
to work towards an ambitious Council position that delivers genuine simplification and, in
particular, maintains the removal of mandatory recertification requirements across all risk
classes.

Kind regards,

Anna Anttinen Anna Lefevre Skjoldebrand Mads Koch Hansen
CEO CEO CEO
Sailab — MedTech Finland Swedish Medtech MedTech Denmark
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