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DI'S RECOMMENDATIONS FOR A
REVIEW OF REGULATIONS FOR

MEDICAL DEVICES AND IN VITRO
DIAGNOSTIC MEDICAL DEVICES

4 A

Simplify regulation, enhance innova-
tion, and improve patient safety




Introduction

The regulation of medical devices (MDR), and the regulation of in vitro diagnostic medical devices
(IVDR) brought significant regulatory changes for manufacturers of medical devices and combina-
tion products in Europe. MDR and IVDR replaced the previous directives on medical devices and
in vitro diagnostic and aim to enhance patient safety and harmonize requirements for medical de-
vices in the EU.

Unfortunately, the MDR has become an example of European legislation that, despite its positive
and well-intentioned goal of improving patient safety, has resulted in significant bureaucratic chal-
lenges. This is particularly true for SMEs, who experience obstacles to growth and development in
a strategically important sector for the EU.

Increased bureaucracy and longer approval processes ultimately mean poorer access to innovative
health technology solutions for European patients. It is therefore crucial that the EU Commission,
European Parliament, and the Council show urgency and act now to reverse the trends for the life
sciences industry and ensure future health technology solutions in Europe.

Danish Industry (DI) thus welcomed the European Parliament's resolution of 23 October 2024,
which presses for urgent actions regarding regulatory frameworks in the area.




e lack of resources in the “Notified Bodies”, including uncertainties regarding practical in-
terpretation of regulation, resulting in bottlenecks and delays in the approval process.

e Difficulty for manufacturers in navigating the new rules, especially since Notified Bodlies
are not allowed to advise them directly. SMEs are particularly hard hit by complex require-
ments and high costs.

® Lack of harmonization and inconsistent interpretation and application of regulation make
it harder to ensure efficient and competitive production of goods.

® Lack of predictability and transparency in the processing of applications for new products
and high costs associated with the application process.

® Needs to establish fast-track procedures for 'breakthrough' technologies and devices for
health crises.

e Absence of clear definitions and specific procedures hampers the development of rare and
pediatric medical devices.

® Requirement for re-certification of medical devices every 5 years creates unnecessarily
large administrative burdens on an already challenged system.

® Slow rollout of the EUDAMED database limits transparency and coordination.

e Combination products ("integral drug-device combination") face particular challenges in
terms of regulatory responsibility for the approval process.

e The impact of horizontal EU regulation on medical devices, including inconsistencies be-
tween sector-specific and horizontal regulation.

e Shortage of certain types of medical devices can create inequality in access to health ser-
vices across the EU.

Based on experience and input from our member companies, we present the following
positions and solutions.
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Challenge

The Medical Device Regulation (MDR), which came into effect in May 2021, has introduced
significant regulatory changes for manufacturers. These changes have resulted in a more
complex approval pathway and split responsibilities between EMA and Notified Bodies
(NB), causing delays in market entry for new products.
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/ Proposal

DI calls for Notified Bodies to offer advice and scientific guidance for manufacturers,
thereby aligning this with the possibilities offered in the proposal for revision of the EU
pharmaceutical legislation.

v
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3. A single, responsible govern-
ance system for combination

products /

D @ DI Life Science




Proposal

DI calls for implementing a fast-track approval process for innovative medical products
that address unmet medical needs.
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Challenge

There is a need to reduce the overall administrative burdens resulting from both MDR
and IVDR. Legislation places significantly increased monitoring requirements on manu-
factures of medical devices.

Despite this, MDR continues to require that all certificates be renewed every five years,
even though both manufacturers and Notified Bodies continuously monitor the medical
devices on the market.

This requirement creates a significant administrative burden for both manufacturers
and Notified Bodies, whose capacity is already stretched, without contributing to in-
creased patient safety.

Hence, there is a need for aligning certification with the lifetime of medical technolo-
gies.
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6. Predictability and transpar-
ency at Notified Bodies y,




Challenge

Manufacturers of medical devices must not only comply with sector-specific legislation but
also to a significant extent with horizontal legislation, especially from the EU. Examples in-
clude GDPR, sustainability reporting, PFAS, Battery Regulation, REACH, Al Regulation, etc.

Naturally, this increases complexity, and not only SMEs but also larger manufacturers face
challenges in finding their way in and complying with legislation that is not designed in a sec-
tor-specific context. There are even companies that experience potentially conflicting require-
ments in sector-specific and horizontal regulation.

Technological development also means that more and more medical devices have a built-in
digital component, e.g., hardware that also includes software, either integrated into the de-
vice or as an accessory. Such components are significant, especially when it comes to sup-
porting the transformation of the healthcare sector to bring healthcare closer to the individual
patient.

Additionally, the software in medical devices increasingly uses Al. With the requirements set
in the Al Regulation, it is uncertain whether medical devices with an Al component can be
certified without significantly more administrative burdens. When implementing the Al Regu-
lation, it is therefore crucial to consider the existing sector-specific legislation to avoid creat-
ing additional administrative burdens for manufacturers.

Moreover, digital and electronic solutions should be generally promoted, e.g., electronic user
instructions.
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/ Challenge \

The MDR is legally binding and directly applicable in every EU Member State. However,
the MDR provides for such opening clauses for specific national law leading to numerous
special national regulations in practice. This extra layer of numerous regulatory require-
ments of the MDR creates excessive regulatory hurdles for the companies.
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9. Harmonization and global
standardization y,
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/ Challenge \

The challenges posed by MDR/IVDR highlight the need for more balanced legislation
with focus on both patient safety, innovation, and market access. In themselves, innova-
tion and market access are conditions and means of improving patient safety.
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Concluding remarks

It is generally acknowledged that the MDR and IVDR create excessive regulatory hurdles, particu-
larly challenging for the small and medium-sized companies with limited financial and human re-

sources.

We are facing a critical situation where the current regulation is not delivering on its objectives as
originally intended by the EU legislator. The unpredictability, complexity, and burden of the regu-
lations mean that many devices on the market today as well as new, innovative medical technolo-
gies are not reaching patients in Europe as they should.

The competitiveness of the whole medical device industry and even the viability of many small
businesses (SMEs) are at risk. These trends must be addressed immediately and before European

healthcare is further impacted.

Cost and administrative burdens will render production uneconomical and thus hinder health care
provision and the development of innovative devices. Not least in relation to low-risk devices in
class | the increased effort required for regulatory compliance would not contribute towards

achieving increased patient safety.
DI therefore expressly welcomes the EU Commission's decision to bring forward the evaluation of

the MDR and IVDR and calls for an appropriate revision of the regulation to reduce hurdles, sim-

plify processes, and resolve ambiguities.
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