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Dear readers,
June was a decisive month for medtech policy in Brussels. Here's where things stand as we head into July.

On 30 June, MedTech Europe's CEO Summit brought together medtech leaders, EU Commissioner for Health
and Animal Welfare Olivér Varhelyi and Deputy Permanent Representative of Ireland to the EU Cait Moran to
address medtech's role in driving Europe's competitiveness.

The publication of the European Parliament's SANT Committee's draft report on the revision of the Medical
Devices Regulation (MDR) and In Vitro Diagnostics Regulation (IVDR) on 1 July makes it more important than
ever to show that simplification and patient safety are not in tension. Done right, smarter oversight strengthens
both. Our latest joint paper sets out how, calling for more targeted, risk-proportionate regulation that protects

patients while making the system work in practice, not just on paper.

On transatlantic relations, we called for tariff relief on medical technologies and their essential inputs under the
EU-US trade deal, a critical step to keep supply chains resilient and costs in check.

On the digital front, we contributed to the Towards the European Health Data Space 2 (TEHDS2) public
consultation and submitted our response to the European Data Protection Board's draft guidelines.

Want to go deeper on implementation? Tune into our June podcast with Flora Giorgio from the European
Commission’s DG SANTE, unpacking what the MDR/IVDR simplification proposal means in practice.

Highlights of the Month



https://www.medtecheurope.org/
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On 30 June, MedTech Europe's CEO Summit 2026 brought together EU policymakers and over 60 medtech
leaders for a day of candid dialogue on the sector’s importance in keeping Europe competitive and innovative.

EU Commissioner for Health Olivér Varhelyi joined MedTech Europe CEO Oliver Bisazza for a fireside chat
covering competitiveness, the revision of the Medical Devices Regulation (MDR) and In Vitro Diagnostics
Regulation (IVDR), health data and Al, and the issues shaping Europe's future as a hub for medtech innovation.

A second fireside chat with the Deputy Permanent Representative of Ireland to the EU, Cait Moran, marked
Ireland's takeover of the Council Presidency from Cyprus, with the MDR/IVDR revision high on the agenda for the
months ahead.

Our thanks to Commissioner Varhelyi, Deputy Permanent Representative Moran and all medtech leaders who
joined us.

Revision of the Medical Devices Regulation and In Vitro Diagnostics

Regulation: Joint paper calls for smarter and risk-based oversight
Merlin Rietschel, Associate Director Medical Devices

MedTech Europe, alongside six associations, has published a joint paper on the revision of the Medical Devices
Regulation and In Vitro Diagnostics Regulation. It calls for smarter, risk-based oversight to cut unnecessary
burden while keeping patient safety strong. The approach aims to boost efficiency, support innovation and
strengthen Europe’s competitive, resilient medical technology regulatory system.

C READ OUR JOINT PAPER >

MedTech Europe calls for tariff relief Proposed US Section 301 tariff
for medical technologies under the action: implications for medical
EU-US trade deal technologies

Clare Birmingham, Manager International Affairs Clare Birmingham, Manager International Affairs
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Following the EU’s formal adoption of legislative The Office of the United States Trade Representative

measures implementing EU tariff commitments under (USTR) has proposed tariff action following Section
the August 2025 EU-US Joint Statement, MedTech 301 investigations linked to forced-labour import
Europe underlines the need for continued EU-US restrictions, including 10% duties on the EU and the
dialogue on tariff relief for medical technologies and UK and 12.5% on Switzerland. MedTech Europe will
their essential inputs, in support of patients, healthcare comment on the USTR proposal and emphasise that
systems and resilient supply chains. medical technologies and essential inputs should not

be subject to additional tariffs under Section 301 or any

other trade barrier.
READ OUR STATEMENT
READ MORE

MedTech Europe responds to the final Towards the European Health Data

Space 2 (TEHDASZ2) consultation
Verena Thaler, Senior Expert Digital Health

The Joint Action Towards the European Health Data Space 2 (TEHDAS2) last round of public consultations has
closed on 28 June 2026. MedTech Europe engaged in the public consultation, highlighting the need for the
guidelines to reflect the operational realities of industry stakeholders, strengthen the protection of IP and trade
secrets, and support consistent implementation across Member States.

READ MORE

MedTech On Air

" Live from The MedTech Forum 2026 |

Smarter regulation, here
and now: making the

most of the MDR/IVDR
simplification proposal

Flora Giorgio
Head of Unit D3 for Medical Devices
Directorate General for Health and Food Safety (DG SANTE)

European Commission

EPISODE 02

Well-established technologies: EU expands Medical Devices Regulation
exemptions
On 29 June, the European Commission published two delegated acts expanding the list of well-established

technologies (WET) under the Medical Devices Regulation. WET devices are simple, stable products with a long,
safe track record on the market. The expanded list makes certain regulatory requirements more proportionate for
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these devices, reducing burden on manufacturers in line with the Commission's simplification agenda. The acts
enter into force 20 days after publication.

C LEARN MORE >

New harmonised standards for Medical Devices and In Vitro Diagnostics
Regulations and EC-EU REP

Lucie Assedo, Officer Regulatory Affairs

New references to harmonised standards supporting the Medical Devices Regulation and In Vitro Diagnostics
Regulation were published in the Official Journal of the European Union. The publications introduced the new "EU
REP" symbol for authorised representative and granted a 5-year transition period for manufacturers (ending on
17 June 2031), following calls from stakeholders to ensure a smoother transition.

READ MORE

Getting the rules right for health innovation in Europe
Mirella Kavadaki, Manager Legal & Compliance - Legal Counsel

MedTech Europe has published its response to new draft guidelines from the European Data Protection Board

(EDPB) on how personal data can be used in scientific research. The guidelines aim to clarify how the General
Data Protection Regulation (GDPR), Europe’s data protection framework, applies in practice.

< READ OUR RESPONSE >

MedTech Europe in the Media

Dominika Suchonova, Manager Communications

e MedTech Strategist, 3 June 2026, EU Notified Bodies cut staff, cite slowdown in technical doc
submissions

e Regulatory Affairs Professionals Society (RAPS), 4 June 2026, MedTech Europe welcomes [IVDR
proposals, calls for strengthening of some changes

e Medical Buyer, 5 June 2026, MedTech Europe hails IVDR proposals

e MedTech Insight, 8 June 2026, Industry Urges Dedicated Support For Europe’s €13B IVD Sector

® |n Vivo, 9 June 2026, The medtech investment gap: How Europe loses capital it could capture

e Forbes, 24 June 2026, Healthcare providers look beyond price to deliver better value

READ MORE
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MiniMed

Slobodan Radumilo
SVP, Chief Commercial Officer, EMEA and APAC

MedTech Views

Thriving with Diabetes: why
lived experience must shape
the future of care

Don’t Miss Out

Now open: Registrations for the
30th International Medical Device
Regulators Forum (IMDRF)

Management Committee
Alice Bova, Senior Officer International Affairs

The 30th IMDRF Management Committee Meeting
hosted by the Singapore Health Sciences Authority
(HSA), will be held in Singapore from Monday, 14
September 2026 to Friday, 18 September 2026. This
year, the IMDRF Management Committee is chaired by
Singapore. Registrations for both in-person and online
attendees are now open.

< MORE INFORMATION >

Call to manufacturers: Enabling
European regulator observation of
combined MDSAP-MDR/IVDR
Audits

Alice Bova, Senior Officer International Affairs

At the MDSAP Forum in Kyoto, Japan (15-19 June
2026), a clear message emerged: while global use of
Medical Device Single Audit Program (MDSAP) is
accelerating, further EU progress now depends on
gaining practical experience with combined audits. To
support this, EU Competent Authorities and the
European Commission are calling on manufacturers to
voluntarily allow the observation of combined MDSAP-
MDR/IVDR audits, ideally in Europe.

READ MORE

EU Joint Clinical Assessment for medical technologies — Ready to launch?
Teresa Barcina Lacosta, Manager Health Technology Assessment

As the implementation of the EU Health Technology Assessment Regulation takes shape, the launch of the first
Joint Clinical Assessments for a selection of high-risk medical devices is expected this summer. Discover what is
needed for a workable system that can deliver value at Member State level.
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READ MORE

Where to Find us in July

® Brussels, 1 July 2026 — EPP Group Hearing on Digital Omnibus — Mirella Kavadaki, Manager Legal &
Compliance - Legal Counsel

e Amsterdam, 1-2 July 2026 — EMA: Supporting innovation in cardiovascular medicines and medical
devices in the EU— Jana Russo, Senior Expert Medical Devices

e |taly, 6 July 2026 (online) — IHI Info days — call 13 — Jeroen Schuermans, Director Strategic Initiatives
and Sophie Koettliz, Senior Expert Research & Innovation

® Zug, 8 July 2026 — British Swiss Chamber of Commerce - Regulatory MedTech Summit 2026 — Oliver
Bisazza, CEO

e Geneva, 6-10 July 2026 — World Summit on the Information Society (WSIS) Forum 2026 — Alexander
Olbrechts, Director Digital Health & Medtech Value

Learn more about MedTech Europe's full position

on the revision of the Medical Devices Regulation
and In Vitro Diagnostics Regulation.
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)( from diagnosis to cure

MedTech Europe is the European trade association representing the medical technology
industries, from diagnosis to cure.
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