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EXECUTIVE SUMMARY

While the medical device (MD) and in-vitro diagnostic (IVD) regulations have raised
safety and quality standards in Europe, they have also increased complexity, costs, and
administrative burdens, particularly for SMEs. These challenges hinder innovation and slow
down the availability of legacy and innovative devices. To maintain Europe’s leadership
and competitiveness in medical technology, several reforms are needed to streamline the
regulatory process and reduce unnecessary burdens, without compromising safety. Here is
the summary of Confindustria Dispositivi Medici recommendations:

—h
.

Clear timelines and methodology for regulatory procedures

3 clear steps in the conformity assessment process with defined timelines and clock stop
model.

Uniform managing of non-conformities and review round(s) of technical documentation.

Monitoring the conformity assessment process through KPls and more cost transparency.

Streamlining the certification process

Uniform and harmonize approach for leveraging directives’ evidence.
Expand and uniform the concept of well-established technologies (WET) and art. 61(10).

A more pragmatic interpretation of MDCG guidance, with the introduction of a legal check
by Commission services before their publication to ensure legal coherence with MDR/IVDR
and to guarantee adequate time to operators for their implementation.

A more transparent and less time-consuming procedure for the resolution of qualification
and classification disputes.

Allow conditional certification, subject to the satisfaction of certain post-market activities.

Encouraging the adoption of strategies that could increase the reliance on other regulatory
frameworks that align with the European CE marking system.

Reduce administrative burden

The 5-year renewal cycle for MDR/IVDR certificates should be reconsidered, as annual
surveillance audits already ensure continuous validity. Legislative changes could allow
Notified Bodies to focus on other priorities.

The management of technical documentation, like PMCF/PMPF, PSUR and SS(C)P should
only require updates when significant changes in the benefit-risk ratio are detected by the
manufacturer, easing the burden on manufacturers and Nofified Bodies.

Clearer guidelines are needed to define "substantial changes" in QMS and technical
documentation to avoid unnecessary reporting and delays. Timelines for assessing substantial
changes should also be set.




CONFINDUSTRIA
~W Dispositivi Medici

* Arisk-based approach to technical documentation sampling, especially for lower-risk devices,
would reduce unnecessary audits.

4. Few classification revisions: the classification of IVDs and software should be revised to
better differentiate devices based on actual risk, ensuring consistency and clarity.

5. Improving governance and accountability of the regulatory system

* A more efficient governance structure is needed to avoid unnecessary bureaucracy, ensuring
better technical expertise and effective regulation.

* Increasing Notified Body capacity by expanding their numbers and resources is crucial to
address certification delays.

6. Innovation: dedicated regulatory pathways for innovative technologies should be intro-
duced to expedite the approval of breakthrough devices, particularly those addressing
unmet medical needs, while conditional certification for innovative devices aimed at
orphan/niche diseases should be evaluated.

Reforming the MDR and IVDR frameworks will reduce burdens, improve efficiency, and support
innovation, ensuring Europe remains a leader in medical technology while maintaining safety
standards.
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THE ACTUAL SCENE

The regulatory landscape for medical devices (MDs) and in vitro diagnostics (IVDs) devices
in Europe has undergone significant changes with the implementation of the Medical Device
Regulation! (MDR) and the In Vitro Diagnostic Regulation? (IVDR). These regulations were
designed to enhance safety, transparency, and innovation® by creating a more robust,
transparent, predictable and sustainable system®. However, many stakeholders are recognizing
that these regulations have also introduced complexities, delays and administrative burdens
that are stifling innovation and negatively impacting market entry, particularly for small and
medium-sized enterprises (SMEs).

Ultimately, this situation is affecting the competitiveness of the European medtech industry
and patient access of the devices necessary for their treatment path.

With this analysis, Confindustria Dispositivi Medici wants to explore the effects of these
regulations on the market, focusing on both European and ltalian contexts, highlighting
challenges and opportunities of improvements with reforms proposals aimed at improving
the efficiency, governance, and innovation pathways within the regulatory system. Crucially,
the proposed reforms aim to uphold the existing high standards of patient and user health, as
established by the current safety and quality provisions of the MDR and IVDR, while looking
at pragmatic implementation of the whole system.

1. INCREASED COMPLEXITY AND ADMINISTRATIVE BURDENS

One of the most significant criticisms of the MDR/IVDR is their complexity. The introduction of
new and more stringent requirements for technical documentation, clinical evaluations, and
conformity assessments has led to a substantial increase in the time and resources required
to bring medical devices to market. This issue is particularly acute for SMEs, which often lack
the financial and human resources to efficiently meet these new demands.

1 Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending
Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council
Directives 90/385/EEC and 93/42/EEC.

2 Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic medical
devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU.

3 Recital (2) of the Medical Devices Regulation (MDR), and similarly the In Vitro Diagnostic Regulation (IVDR), formulates
the objective: “aims to ensure the smooth functioning of the internal market as regards medical devices, taking as a
base a high level of protection of health for patients and users, and taking into account the small- and medium-sized
enterprises that are active in the sector”.

4 Recital (1) of the Medical Devices Regulation (MDR), and similarly the In Vitro Diagnostic Regulation (IVDR), formulates
the objective: “to establish a robust, transparent, predictable and sustainable regulatory framework for medical devices
which ensures a high level of safety and health whilst supporting innovation”.
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The previous regulatory system, governed by the Medical Device Directives (AI-MDD)* and
In-Vitro Diagnostic Directive (IVDD)®, was seen as more predictable and less resource-
intensive. Under MDR and IVDR, the conformity assessment process has become not only
more complicated but also less transparent. Many manufacturers report that they now spend
considerably more time preparing the necessary documentation for Notified Bodies, and the
review process itself has become longer and unpredictable (52% of the respondents at the
2023-2024 Confindustria Dispositivi Medici survey declared that the average certification
time is in the range 13-18 months and a further 22% of respondents declared that this time is
in the range 19-24 months?). This extended timeline for approval is delaying the introduction
of new medical technologies to the European market, which is especially concerning given the
fast pace of innovation in the medical technology sector®?.

Furthermore, the costs associated with compliance have skyrocketed. Companies are now
required to invest significantly more in regulatory and quality assurance staff, as well as in third-
party services, including the Notified Bodies. All these efforts should be counterbalanced by the
objectives set by MDR and IVDR of a more robust, transparent, and predictable system. From
the point of view of our members, this has not yet been achieved at this moment, resulting in
great investment and great difficulties in reaching the CE certification, even for technologies that
have already been on the market for a long time. In ltaly, small and medium-sized enterprises
(SMEs), which make up almost the 94% of the medical device sector'®, are particularly affected.
Many SMEs are struggling to comply with the increased regulatory demands, leading some to
withdraw from the European market or discontinue certain product lines®11.

On the other side, Noftified Bodies, responsible for assessing the compliance of medical
devices, have struggled to keep up with the increased workload. Indeed, also Notified Bodies
have suffered the same effects of increased administrative burden, and this is likely a harbinger
of further critical issues in the system. This is having a knock-on effect, slowing down not only
the approval of new devices but also the recertification of existing products.

5 Council Directive 90/385/EEC of 20 June 1990 on the approximation of the laws of the Member States relating to active
implantable medical devices and Council Directive 93/42/EEC of 14 June 1993 concerning medical devices.

6 Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical
devices.

7 Confindustria Dispositivi Medici survey on the critical issues on the certification process of MDs & IVDs, https://www.
confindustriadm.it/risultati-survey-transizione-mdr-ivdr/

8 COCIR Position On The Future Governance Framework For The Medical Technologies Sector, htips://www.cocir.org/
latest-news/position-papers/article/cocir-position-on-the-future-governance-framework-for-the-medical-technologies-sector

9 AESGP Whitepaper, Lessons learned with the MDR Implementation, https://aesgp.eu/articles/not-all-is-well-in-the-state-of-
mdr-aesgp-releases-white-paper-on-mdr-regulatory-framework

10 The ltalian Medical Device sector, elaboration from Confindustria Dispositivi Medici Research Center, htips://www.
confindustriadm.it/il-settore-in-numeri-2024/

11 Dashboard monitoring the availability of medical devices and in vitro diagnostics medical device in Europe, data of
03/10/2024, stakeholder: manufacturer, tab: MRD outcomes, sub-tabs: Transition & Projections, Discontinuation details,
https://ppri.goeg.at/Study MD_Availability
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2. UNPREDICTABILITY IN CERTIFICATION AND APPROVAL
PROCESSES

Another major concern with MDR/IVDR is the unpredictability of the certification and approval
processes. One of the key objectives of the regulations was to ensure a more transparent and
predictable regulatory framework, but this has not been fully realized. MDR and IVDR lack
clear timelines for key regulatory procedures, such as the review of technical documentation
in the conformity assessment process. As a result, manufacturers often find themselves waiting
for extended periods without a clear understanding of when they can expect their products
to be certified. Unfortunately, this is true also for the so-called legacy devices, having a
long-lasting market story in EU.

The certification process under the MDR and IVDR has become significantly slower compared
to previous regulatory frameworks. This is primarily due to an initial shortage of the number
of Notified Bodies (this is still valid for IVDR and less for MDR), which are responsible for
assessing the compliance of devices with regulatory standards. Particularly looking at the
IVDR, the lack of sufficient number of Notified Bodies to handle the increased workload
has created bottlenecks, resulting in long waiting times for approvals. The lengthening of
certification times is the result of numerous factors, among which those mentioned above must
certainly be included, but the greater level of requirements introduced by MDR and IVDR also
have a strong impact both in terms of documentation and data supporting the compliance.
It is expected that this consideration applies both to manufacturers and to Notified Bodies
who have to carry out the assessment. The scenario is then aggravated by the fact that it is
extremely complex for a manufacturer to have visibility on the progress of the assessments
and on the process in general when it is in the hands of the Notified Body. This is made even
more complex by the fact that each body follows different evaluation processes/modalities
depending on its organization and its quality management system (QMS).

Ultimately, therefore, it is practically impossible to predict certification times in advance

This unpredictability is compounded by inconsistencies in how different Notified Bodies
interpret and apply the regulations. Because the EU’s regulatory system is decentralized,
with multiple Notified Bodies responsible for overseeing different parts of the process, there
is significant variation in how these bodies handle conformity assessments. Some Notified
Bodies are more stringent than others, and there is often a lack of clarity about what is
required to meet the necessary standards” 2.

This delay is especially detrimental to companies in ltaly and across Europe that rely on
bringing quickly innovative devices to market. The medical technology industry is characterized
by rapid cycles of innovation, with many products being developed and brought to market
in a matter of months. However, under the MDR and IVDR, the process for obtaining the CE

12 MedTech Europe, The Future of Europe’s Medical Technology Regulations, https://www.medtecheurope.org/resource-
library/the-future-of-europes-medical-technology-regulations/
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certification can take 12 to 24 months, or even longer®'3. This delay is especially challenging
for technologies with short product lifecycles, such as those involving software updates or
incremental improvements to existing devices, as in the case of incremental innovation'2.
Additionally, by their nature, innovative devices require rapid actions for addition or
modification of the technical documentation, even during the conformity assessment process.
A not well- and timely-managed revision of the technical documentation means longer and
uncertain assessment times and difficulties for the Notified Body who has to manage multiple
revision of the same product.

Similar considerations have been also presented by MedTech Europe, the European trade
association for the medical technology industry, in its 2024 Regulatory Survey, where they
highlithed the need for reform in predictability, transparency, and cost-efficiency to enhance
Europe’s competitiveness and strengthen its global role in healthcare4.

3. IMPACT ON INNOVATION AND MARKET COMPETITIVENESS

Perhaps the most concerning consequence of MDR/IVDR is their impact on innovation and,
thus, on the competitiveness and attractiveness of the European medical device industry.
Europe has historically been a leader in the medical technology sector, with many companies
choosing to launch their products in the European market before expanding to other regions.
However, the increased complexity and cost of complying with MDR and IVDR are leading
many ltalian manufacturers to reconsider this approach. According to Confindustria Dispositivi
Medici survey, a significant percentage of medical device companies are deprioritizing the
European market in favor of other regions, such as the United States, where the regulatory
environment is perceived to be more predictable and less burdensome?®.

This shift away from the European market is particularly troubling given the importance of
innovation in addressing critical health challenges. The medical technology sector plays a
vital role in developing solutions for emerging health crises, such as antimicrobial resistance,
new infectious diseases, and chronic non-communicable conditions. If Europe is to remain
at the forefront of medical innovation, it is essential that the regulatory framework supports,
rather than hinders, the development and commercialization of new technologies.

In this sense, the MDR/IVDR's impact on SMEs is particularly severe. SMEs are often the drivers
of innovation, particularly in niche and specialized areas. However, the high costs and resource
demands of the MDR/IVDR are disproportionately affecting these smaller companies, many of
which are struggling to bring new products to market. In some cases, SMEs are being forced
to discontinue certain product lines or shift their focus to other markets where the regulatory
burden allows for quicker evaluation, and therefore where it is possible to maintain a more

13 Dashboard monitoring the availability of medical devices and in vitro diagnostics medical device in Europe, data of
03/10/2024, _https://ppri.goeg.at/Study MD_Availability

14 MedTech Europe 2024 Regulatory Survey: key findings and insights, https://www.medtecheurope.org/resource-library/
medtech-europe-2024-regulatory-survey-key-findings-and-insights/
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effective and recognized innovation®7. This trend is particularly concerning for ltaly, which is
home to a vibrant medical device sector that has historically been a hub for innovation. One
of the key reasons for this shift is the high cost and uncertainty associated with compliance. For
many SMEs, the costs of complying with these requirements outweigh the potential revenue
from bringing new products to market, leading them to focus on other regions.

4. FRAGMENTED GOVERNANCE STRUCTURE

Under MDR and IVDR, we have observed inconsistencies in regulatory system implementation
and a lack of coordination in overseeing the system as a whole. One of the primary issues
with this fragmented governance structure is the insufficient coordination between the various
bodies involved.

Although the governance system under the MDR is highly complex, with responsibilities
distributed across multiple entities, including national Competent Authorities, the Medical
Device Coordination Group (MDCG), the European Commission, and the Notified Bodies,
we would stress that decentralization effectively functioned under the Directives’ regime and
should continue to do so.

The ltalian government has taken steps to address these issues (for instance, ltaly has the
highest number of MDR-designated Notified Bodies, and regular meetings between NBs
and the CA have been established to harmonize regulatory practices and enforcement).
Nevertheless, the overall lack of harmonization across the EU remains a significant challenge.

Therefore, it is crucial to implement strategies that enhance the exchange of regulatory
practices among existing structures taking advantage of the expertise that has been built over
years, rather than creating additional layers of governance that would further complicate an
already intricate system as well as risk of lacking know-how on complex technical issues (e.g.
qualification or classification of products).

10
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RECOMMENDATIONS FOR A MORE EFFICIENT AND
INNOVATION-FRIENDLY REGULATORY SYSTEM

Given the challenges outlined above and the broad room for improving the system, the
European Commission has already started the targeted evaluation of MDR and IVDR'3. While
the regulations have succeeded in strengthening patient safety and ensuring higher standards
for medical devices, they have also introduced significant inefficiencies that are hindering
innovation and delaying the availability of new technologies. It is evident, as well, that a
one-shot solution is not practicable since there are many different areas that need to be
tackled.

For these reasons, Confindustria Dispositivi Medici, together with its members, proposes
several key legislative and non-legislative reforms to address these issues:

e establishingcleartimelines and methology forregulatory procedures: manufacturers
need to have a better understanding of how long the certification process will take, so
they can plan accordingly, and they need transparency on the progress of the conformity
assessment procedure by the Notified Body. A certification time that goes beyond 18
months, as currently happens, is not admissible. It is true that this time depends on the
complexity of the device(s) and its degree of innovation, but a timeframe of around 12
months at full capacity is desirable (or even lower for well-known legacy devices). As an
example, for IVDs, the state-of-the-art for class D and C products must be assessed at
least once a year. Having certification times that go beyond this is not manageable. This
could be achieved by:

1. clarifying the necessary steps in the conformity assessment process that should
include:

a) pre-submission (from application review to the dossier completeness check);

b) review of documentation for the quality management system (QMS) and/or review
of technical documentation;

c) issuance of the certificate.
2. Clarifying few important timelines, such as:

a) fixed timelines for “administrative” steps (i.e., pre-submission and certificate
issuance), that should last around 20 working days each.

» This could be achieved through a common understanding of the necessary steps by
using implementing act according to art. 36(3)/MDR and art. 32(3)/IVDR.

b) Agreeing a maximum timeline within which the manufacturer undertakes to
send the complete or semi-complete (depending on the agreement between
manufacturer and Notified Body) technical documentation to the Notified Body

15 EU rules on medical devices and in vitro diagnostics — targeted evaluation, https://ec.europa.eu/info/law/better-regulation/

have-your-say/initiatives/14155-EU-rules-on-medical-devices-and-in-vitro-diagnostics-targeted-evaluation_en

11
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to ensure review in a defined time slot set by the Notified Body (and therefore
ensuring that certification is achieved in a defined timeframe), under penalty of
losing the review slot.

» This should be agreed in the written agreement between the manufacturer and the
Notified Body and is particularly relevant for those legacy devices that are benefiting
from revised transitional provision (i.e., Reg. 2023/607 and Reg. 2024/1860).
Regarding new applications, a standardized approach from Notified Bodies and
maximum timeline for conformity assessment are needed.

Having a clear indication from the Notified Body on when the first comments/
recommendations/observations by the reviewer will be sent to the
manufacturer. At present, our members experience unpredictable timing between
sending the documentation and receiving the first comments from the reviewers
(ranging from months to even one year or more). Being able to know the timing
would allow the manufacturer to organize its activities, resources and budget.

» These timescales should be agreed and communicated to the manufacturer within
the written agreement with the Notified Body or even introduced through a legislative
reform of art 52/MDR and art. 48/IVDR.

3. Having a uniform managing system of non-conformities between Notified Bodies
and manufacturers. The reviewing process should consider:

a)

after receiving the comments from the Notified Body, the manufacturer should have
the possibility to present corrective actions or corrective actions’ plan (CAPA or CAPA
plan) within an agreed time, where states the action(s) it intends to put in place to
resolve the non-conformities. At least after the first round of comments, if particularly
substantial, a structured dialogue between manufacturer and Notified Body should
be allowed: it can resolve all those small misunderstandings that could be linked to
the structure or organization of the technical documentation.

The Notified Body should provide feedback(s) on the proposed resolutions or plan
within an agreed timeline on the extent to which the proposed solution(s) meet its
expectations. This approach is not followed by all Notified Bodies and has unpredictable
timing. It is necessary to define uniformity among the bodies, while giving the possibility
to the manufacturers to be updated on the progress of the work, through dialogues.

The timing of the two previous steps must be discussed, agreed between the Notified
Body and the manufacturer and appropriate with respect to the severity and the
expectation of obtaining the CE certificate with a clock stop for the amount of time
the applicant needs to respond to questions.

A number of maximum three rounds of reviewing should be guaranteed. After the
third round of evaluation of the technical documentation, the technical file should
be closed.

» This could be achieved through implementing act according to art. 36(3)/MDR or
art.32(3)/IVDR.

12
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4. Establishing clear key process indicators (KPl) on the timing of the evaluation
conformity assessments, that allow EU Commission and National Competent
Authorities to properly and uniformly monitor this complex process.

5. Putting in place a procedure model where the total cost for delivery of the certificate
and other procedures is known and agreed up front. The total expected cost for all
necessary procedures should be clearly communicated to the manufacturer. This would
greatly enhance predictability and efficiency of the system and support investment in
medical technologies.

» This could be achieved through implementing act according to art. 36(3)/MDR or
art.32(3)/IVDR.

e Streamlining the certification process: streamlining the certification process would
involve also reducing the administrative burden on manufacturers by simplifying the
documentation requirements for lower-risk devices and adopting more efficient review
procedures. In this sense, our suggestions are:

1. Avoiding duplication of (AI)MDD/IVDD still valid evaluations (leveraging
evidence), as long as they continue to be aligned with the state-of-art for that specific
device (leveraging of evidence approach, particularly practicable for legacy devices).

» This is already a solution proposed in the MDCG 2022-14, but still with no practical
indications to Notified Bodies.

2. Managing the technical documentation reviews in a more coordinated manner to
avoid fragmented and/or duplicated comments from different reviewers from the same
Notified Body.

» This could be achieved through better coordination between Notified Bodies.

3. Giving aclear indication both to Notified Bodies and manufacturers, through implementing
act, on structured dialogue to set to set the level of evidence expectations, particularly
on the clinical evidence. Such early dialogues also would greatly improve the quality/
correctness of submissions for conformity assessment and support Notified Bodies
in managing their efficiency'®, if these dialogues may include discussion of clinical
development strategy and indication of what evidence is not deemed acceptable.

» This is already a solution proposed in the MDCG 2022-14, but still with no practical
indications to Notified Bodies. We suggest also to use implementing act according to art.

36(3)/MDR or art.32(3)/IVDR.

4. Art.61(10) and WET: art. 61(10) of MDR allows manufacturers to adequately demonstrate
and justify conformity with general safety and performance requirements based on results
of non-clinical data. However, there is no alignment or acceptance by Notified Bodies
on using this option. On well-established technologies (WET) a more flexible definition is

16 MDCG 2022-14 allows Notified Bodies and manufacturers to have ‘structured dialogues’ before submitting applications
for conformity assessment; today it is not clear what can be discussed during these dialogues.

13
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needed. Clearly, the EU legislator sought to create a category of devices within the same
risk class of implants that would be subject to lighter conformity assessment because the
technology is well-established. The concept of WET could be established better by adding
more general types of devices to the group listed in article 52(4)/MDR.

» Art. 61(13)/MDR allows the Commission to adopt implementing acts to the extent necessary
to resolve issues of divergent interpretation and of practical application of Annex XIV MDR.
This could be used to clarify which type of devices can benefit from art. 61(10). On WET,
delegated act by the EU Commission pursuant to art. 52(5)/MDR to amend the art. 52(4)/
MDR list with criteria for considering an implantable device a WET.

. A more pragmatic interpretation of MDCG guidance: MDCG is continuing
producing novel guidance that does not always meet the real interpretation necessities
and, on contrary, add additional workload both to Notified Bodies and manufacturers.
MDCG guidance should clarify the interpretation of requirements not adding new ones,
in the light of their nature of not legally binding documents.

» It may be useful introducing a procedural step requiring a legal check by Commission
services before the publication of the individual guidance to ensure legal coherence and
to avoid the introduction of new “requirements” and to guarantee that adequate time for
manufacturers and Notified Bodies to adapt, where appropriate, their QMS to what is
outlined by the new MDCG. This should include a legislative measure of MDR and IVDR.

. A more transparent and less time-consuming procedure for the resolution of
qualification and classification disputes: Helsinki procedures lack of transparency,
legitimacy and, in few cases, a scientific-ground. They last even years, sometimes with
no agreement or resolution of the dispute and without an added value for manufacturers
and Notified Body. This procedure should be revised by permitting the consultation of
manufacturers and Notified Body of concerned product(s) and respecting the maximum
time of the procedure. A new case in the Borderline Manual can occur only if the
majority among all 27 Member States is reached.

» The text of the Helsinki procedure needs to be revised and a clarification on the use of
Helsinki procedure rather than disputes under art. 4/MDR or art. 3/IVDR and art. 51(2)/
MDR or art. 47(1)/IVDR is needed. The results of these procedures together with the scien-
tific reasons and positions expressed by the individual Competent Authorities should be
publicly available. This revision should proceed hand in hand with the review of the MDCG
guideline 2022-5. The approach of the guideline is such that it undermines a proper enfor-
cement of the regulation. Indeed, the evaluation of borderline cases between medical
devices and medicinal products should always be conducted on a case-by-case basis, as
frequently advocated by EU case-law. Various sections of the MDCG 2022-5 guideline seem
to disregard these fundamental principles and it has several areas of concern that require
attention; accordingly, a thorough review of this document is highly recommended to ensure
that it can continue to effectively serve its purpose and facilitate the implementation of MDR.
In this sense: (i) the definition of “pharmacological immunological, metabolic means” as per
the previous MEDDEV 2.1/3-Rev.3 should be restored; (ii) all provided examples of regulatory
classification should be eliminated and chapter 2 “herbal products” should emphasize the

14
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importance of case-by-case approach; (iii) this approach should be extended to the concept
of “ancillary substances” within the application of Rule 14. The system’s heavy reliance on
MDCG 2022-5 underscores the need for a unanimous adoption of a new version.

7. Certifications subject to the satisfaction of certain post-market activities: this
kind of “conditional” certification should be taken particularly into consideration for
legacy devices. In situations where the safety of the device is not under discussion
and well-demonstrated according to MDR/IVDR requirements (e.g., for legacy devices,
already known and with a history of use), but with the need to complete certain activities
that can be carried out during the first PMS activities, manufacturer should have the
possibility to access to conditional certification. The manufacturer should present a
clear PMS plan, and the activities put in place will be evaluated by the Notified Body
during the surveillance on the certificate. It is essential to find common lines on which
manufacturers and Notified Bodies operate in this area.

» A dedicated evaluation should be carried out: possible options include implementing act
according to art. 36(3)/MDR and art.32(3)/IVDR, or amendments of art. 52/MDR and art.
48/IVDR.

8. Encouraging the adoption of strategies that could increase the reliance on
other regulatory frameworks that align with the European CE marking system.
By recognizing certification decisions from other jurisdictions with similar standards,
the burden on manufacturers would decrease, while also enhancing the capacity of
Notified Bodies by speeding up approvals for devices already certified elsewhere. This
is the case of incorporating the Medical Device Single Audit Program (MDSAP) into the
EU regulatory framework as a strategic move towards global regulatory harmonization,
ensuring the safety and efficacy of medical devices. This would also promote greater
alignment with international standards, particularly through engagement with initiatives
led by the International Medical Device Regulators Forum (IMDRF).

e Reduce administrative burden:

1. Revisiting the 5-year renewal cycle of MDR/IVDR certificates: considering that
the (annual) surveillance audits are designed to evaluate the conformity of the quality
management system and of the product itself with the legislative and regulatory
requirements, these already guarantee the continuous and annual validity of the certificate
itself. Moreover, manufacturers often undergo further additional periodic audits for the
compliance of their quality systems to international standards (e.g., ISO 13485, 1ISO
9001 or MDSAP to mention a few). Therefore, the renewal of the CE certificate every 5
years would not give added value to the activity already carried out by the Notified Body
and could free-up a further capacity from the Notified Bodies, while embracing a real
product’s life cycle approach. The actual 5-year validity should be revised.

» This could be achieved through a legislative modification of art. 56(2) MDR and art.
51(2) IVDR.
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2. Working with multiple Notified Bodies with the aim of accelerating the transition to
MDR/IVDR of the entire product portfolio, is not a solution. As of today, this is because it
is equivalent to duplicate QMS activities (each Notified Body wants to carry out its own
QMS assessment, without “mutually” recognizing the work of other Notified Bodies).
Today, it generates audit duplications that could be alleviated without reducing the
degree of surveillance with a greater mutual recognition of assessments performed
by Notified Bodies with the same designation.

» This could be achieved through better coordination between Notified Bodies.

3. Management and maintenance of technical documentation: from an operational
point of view, it would be important to reduce administrative burden deriving from the
periodic reviews imposed by law of various documents of the technical documentation
(PMCF/PMPF and PSUR, SS(C)P for example). Documentation may only require formal
updating when the manufacturer’s monitoring system detects a change in the benefit/
risk ratio and, thus, the necessity of updating. This would not reduce the high safety
standards for the devices, while free-up resources both from manufacturers as well as
Notified Bodies.

» This could be achieved through an amendment to art. 86(MDR)/81(IVDR) 2nd and
3rd paragraphs to report only in case of significant changes in the conclusions of the
benefit-risk determination or in the main findings of the PMCF/PMPF compared to the
date of the initial CE certificate for the device concerned or compared to the last PSUR
update.

» Regarding the summary of safety and (clinical) performance (SS(C)P), its yearly publi-
cation and validation for class Il and implantable medical devices and class C and D
IVDs is an extremely time consuming and costly process for both manufacturers and
Notified Bodies, which needs to be conducted also if there are no relevant changes to
report. A legislative reform of art. 32/MDR and 29/IVDR, art. 61(11)/MDR and 56(6)/
IVDR is needed to decrease the administrative burden by revising the frequency and
languages of SSCP/SSPP (only when really necessary), by excluding WET technologies.

4. Management of significant and non-significant change in the QMS and technical
documentation: the MDR/IVDR requires manufacturers to notify their Notified Body
of any significant changes to the quality management system (QMS) or device scope
to determine if additional audits are needed (Annex IX 2.4). As well, Annex IX 4.10
of MDR and Annex IX 4.11, 5.1(f) and 5.2(f) of IVDR specify that changes potentially
affecting safety, performance, or usage conditions must be approved by the Notified
Body if the manufacturer holds an EU technical documentation assessment certificate.
However, MDR and IVDR do not clearly define “substantial change”, leading Notified
Bodies to require manufacturers to report all modifications, each with unique protocols
and forms. This ambiguity results in delays, administrative costs, and varied evaluation
timelines, making planning challenging and delaying market access for products
requiring approval. Furthermore, there are no fixed timelines for these assessments,
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creating further inefficiencies in the change management process.

» EU Commission should produce clear indications both for manufacturers and Notified
Bodies in order to clarify and harmonize what is intended to be a substantial change in
QMS or in the product that need to notify to the Notified Body and what is not and can
be directly implemented by the manufacturers (with a possible control by Notified Body
during the annual surveillance). Changes should be legally classified in substantial and
not substantial (with examples) and a maximum duration for the Notified Body to assess
the substantial notification should be determined. If possible, this should be achieved
through legally sound tool as the implementing act according to art. 36(3)/MDR or
art.32(3)/IVDR to include these aspects into Annex VII. If necessary, Directives” NBOG
best practice guide on this matter should be updated.

5. Sampling: according to the MDCG 2019-13 guidance, the technical documentation
for class B/class lla and class C/class Ilb devices must be reviewed through sampling,
with a standard rate of 15% based on the category or on the generic device group,
respectively. For the initial certification cycle, this sampling rate can be reduced to a
minimum of 5%. After the first certification cycle of 5 years, technical documentation
of class B/C and lla/llb devices needs to be sampled and reviewed based on 15%
sampling criteria and based on the category or the generic device group. However,
the MDCG 2019-13 has been recently update in December 2024, with the footnote
10 indicating that “the 15% may be decreased to a minimum of 5% until the overall
ongoing revision of this guidance document will be published”. For the highest-class
D and class Il devices, IVDR/MDR specifies that all technical documentations need
to be reviewed (100% sampling independently of the certification cycle). The today
experience reveals that this sampling approach, drafted in 2019, is creating a huge
administrative burden for reviewing activities for medium-low risk devices for both
manufacturers and Notified Bodies. This aspect is particularly relevant if the reviewing of
sampled technical documentation involves technical experts on special processes (e.g.,
reprocessing). In addition, the sampling approach should be more risk-based, taking
into account also the maturity of the quality management system of the manufacturer
and the robustness of its processes. As an example, the Notified Body should have the
possibility of limiting the sampling at one medical device per basic UDI-DI (BUDI) if the
medical devices grouped in that specific BUDI are very similar and therefore taking the
more representative one (e.g., the worst-case scenario).

» Since the MDCG 2019-13 was issued in December 2019 with very limited experience on
the burden created by the sampling, this guidance needs to be revised in the light of the
recent knowledge by manufacturers and Notified Bodies for at least the medium-low risk
devices. For the 1¢ certification cycles implementing 5% sampling as a default instead of
15% would introduce a more risk-based approach and cut the sampling costs, (in line
with the possibility given by footnote 10 in revision 1 of MDCG 2019-13), while, after
the 1¢ certification cycle, no sampling for class B and class lla, 10% sampling for class C
and class IlIb devices. Additionally, Notified Body should have the possibility of limiting
the sampling at one medical device/IVD per basic UDI-DI (BUDI) if the medical devices
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grouped in that specific BUDI are very similar and therefore taking the more represen-
tative one (e.g., the worst-case scenario, rick-based approach).

e Supporting innovation with dedicated pathways: on the topic of innovation, there
is already a growing awareness addressed to the European legislator calling for taking
measures on incentivization of innovation within MDR/IVDR framework. In this sense, we
suggest the introduction within the MDR/IVDR context of dedicated regulatory pathways
for innovative medical technologies. These pathways would allow for faster approval
of breakthrough devices, particularly those addressing unmet medical needs or life-
threatening conditions. Structured dialogues between regulators (including Notified
Bodies) and manufacturers could also help to clarify the evidence requirements for
innovative products, reducing the likelihood of delays later in the process and, thus,
contributing to streamlining the conformity assessment process for this kind of products.
Nonetheless, conditional certification (see previous discussion in this) should be considered
also for innovative devices, particularly if they intended to treat orphan diseases or niche
populations.

e Improving governance and accountability of the regulatory framework: reforming
the governance structure for medical devices is critical to contributing to the improvement
of the efficiency and effectiveness of the regulatory system. We call on implementing
strategies that enhance the exchange of regulatory practices among existing governance
structures and economic operators, taking advantage of the expertise that has been
built over years, rather than creating additional layers of governance that would further
complicate an already intricate system as well as risk of lacking know-how on complex
technical issues (e.g., qualification or classification of products).

e Increasing Notified Body capacity: it is essential to address the capacity issues facing
Notified Bodies. The shortage of Notified Bodies, still a critical point for IVDR, is one of the
main factors contributing to delays in the certification process, and it is crucial that steps
are taken to increase their capacity. This could be achieved by:

» expanding the number of Notified Bodies, as well as providing additional training and
resources to ensure that they are able to handle the increased workload under the MDR/
IVDR.

» Ensuring that all the designation codes are well covered by the already designated and
soon to be designated Notified Bodies, both for MDR and IVDR.

e Classification revisions:

1. More differentiation among certain IVDs: particularly regarding virology IVDs test
such as chlamydia detection up to IVDs for pre- and post-natal testing, asthma testing,
fibrosis or genetic disease testing, the classification Rule 3 involves many types of class
C devices that, however, have very different risks to patients or their descendants.
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Therefore, the actual classification did not take these variabilities into account. Therefore,
we suggest reviewing this classification by creating a greater difference between class
B and C IVDs, where the risk for the patient does not determine an adverse effect due
to the disease because the VD is not the only decision-making factor for the clinician.

. A better understanding of software classification (Rule 11): by the actual wording,
Rule 11 applies only to devices that are “intended to provide information which is used
to take decisions with diagnosis or therapeutic purposes” or are “intended to monitor
physiological processes”. All other software would be class | according to the text of
the classification rule, but there is not a consensus on the type of class | software with
discrepancies raising from Notified Bodies and Competent Authorities. MDCG 2021-
24 should be updated clarifying “used to take decisions with diagnosis or therapeutic
purposes”, in light of the elements of the definition of medical device that briefly includes
prevention, alleviation, compensation for, an injury or disability and replacement or
modification of the anatomy or of a physiological or pathological process or state as
intended medical purposes.

. Rule 14: this rule states that “All devices incorporating, as an integral part, a substance
which, if used separately, can be considered to be a medicinal product, as defined in
point 2 of Article 1 of Directive 2001/83/EC, including a medicinal product derived from
human blood or human plasma, as defined in point 10 of Article 1 of that Directive, and
that has an action ancillary to that of the devices, are classified as class I1.”. Compared
to the previous Rule 13 of Directive 93/42/EEC, it omits “and which is liable to act on
the human body” relating to the description of the medicinal substance which has an
action ancillary to the device. A proportionate interpretation of “accessory substance”
is necessary to avoid that the scope of application of Rule 14 is extended to such an
extent as to consider as class Il any device containing a substance that can be used as
a medicinal product, without considering, for example, the quantity contained in the
device and whether the substance in the specific device is concretely able to act in the

body. A case-by-case assessment is always needed. This clarification is needed in the
MDCG 2022-4 and MDCG 2021-24.

. Rule 21: with the adoption of MDR, an important space for innovation has been created
which sees substance-based medical devices acting not only locally but also following
systemic absorption. Nonetheless, the MDCG 2021-24 guideline does not provide any
concrete examples of products that may fall under this specific classification rule (first
indent). This is actually not surprising given the considerable difficulties that operators
are facing in relation to the correct classification of their products (see, in this regard,
the section concerning the MDCG 2022-5 guideline and the Helsinki procedure).
On the other hand, the industrial system would be ready to exploit this innovative
space, in particular with medical devices based on complex natural substances (UVCB
substances as per Regulation 1907/2006), a space which today remains empty by
virtue of mechanisms of borderline unfavorable product ratings. The peculiarity
of these products is that their interaction with the body does not occur through the
direct interaction of a specific substance they contain with a specific biological target
(receptor), but from the combined and simultaneous action of all its constituents with
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the metabolism of human body. This mechanism, which can now be widely monitored
thanks to the development of -omics techniques and systems biology, contrasts with
the typical mechanism of medicinal products where the action is a direct expression
of the interaction between a single active ingredient and a single receptor. For this
reason, products based on UVCB substances represent ideal candidates to populate the

innovative space generated by the first indent of Rule 21, subject to appropriate revision
of the MDCG 2022-5 guideline.
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CONCLUSION

Medical Device and In-Vitro Diagnostic Regulations have undoubtedly raised the bar for safety
and quality in the European medical technology sector. However, the increased complexity,
costs, and unpredictability associated with MDR and IVDR are creating significant challenges
for manufacturers, particularly SMEs, and are slowing down the pace of innovation in Europe,
risking also the availability of long-standing legacy devices.

To ensure that Europe remains a global leader in medical technology, it is essential that the
regulatory framework is reformed to reduce administrative burdens, improve the efficiency of
the certification process, and support the rapid development and commercialization of new
technologies.

By streamlining the certification process, establishing clear timelines, and improving
governance, Europe can create a regulatory environment that supports innovation while
maintaining the high standards of safety and performance that patients and healthcare
professionals expect.
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ABOUT CONFINDUSTRIA DISPOSITIVI MEDICI

Confindustria is the main trade association in ltaly, which units, represents and enhances
companies in the medical device sector, including diagnostics, digital health, medical
imaging, radiotherapy, electromedical industries, borderlines, and complex and hearing aids.
It represents over 500 companies, from start-up and small-medium enterprises up to multi-
national ones and plays a vital role in advancing innovation in the health technology space.

In Italy, the medical devices sector generates a market worth about € 18.3 billion between
exports and domestic market and has over 4,640 companies, with more than 117,600
employees. Particularly, the export activities of ltalian companies are worth approx. € 5.9
billion, with a ranking that sees the USA in the first place as export market, followed by
Germany and France.

The association plays a vital role in advancing innovation in the health technology space,
providing educational and advocacy assistance to medical technology companies. The overall
activities of Confindustria Dispositivi Medici are focused on the shaping of policies that impact
the sector of medical technologies in its complex heterogeneity. To achieve this, the Association
represents the interests of its members at wboth national and EU level, considering that the
sector is now facing with a Union legislation based upon two different European Regulations.
Ultimately, the Association welcomes and supports within its members the goals set out in
the new legislative framework, with the aim of ensuring that only safe and effective medical
devices can reach the market and, thus, the European healthcare systems and patients.

This document was redacted by the Quality & Regulatory Affairs Team of Confindustria
Dispositivi Medici.
For further information regarding the results here presented please refer to the Quality

& Regulatory Affairs office of Confindustria Dispositivi Medici at
quality.regulatory@ confindustriadm.it.
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