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Evaluation and revision of the MDR and IVDR

End regulatory overload, maintain high
protection level

Regulation (EU) 2017/745 on medical devices (MDR) and Requlation (EU) 2017/746 on in vitro diagnostic
medical devices (IVDR) came into force on 26 May 2017 and replaced the three directives (MDD, AIMDD
and IVDD)* that had applied until this date. The European Commission plans to start an evaluation of these
two regulations with a public consultation still in 2024. Based on its findings, it will then decide whether
the MDR and IVDR need to be revised.

The TUV Association is of the opinion that the MDR and IVDR have only partially achieved their goal of
"establish[ing] a robust, transparent, predictable and sustainable regulatory framework for medical
devices which ensures a high level of safety and health while supporting innovation” (cf. Recital 1 MDR).
Since coming into effect, there have repeatedly been interpretation issues, a need foramendments and
delays in all areas (notification procedure, setup of the EUDAMED database, implementation of the new
requirements by manufacturers, etc.).

Arevision of the two regulations therefore seems necessary. However, the desire to improve them must
not lead to even more bureaucracy, which increases costs, delays market access and has no positive
impact on patient safety. Rather than an in-depth revision of the requlations, the European leqgislator
should instead make targeted modifications through individual, concrete and consistent measures. New
provisions should merely fill existing gaps and correct previously incorrect or impractical requirements.

The TUV Association considers the following points to be crucial:

! Directive 93/42/EEC on medical devices (MDD), Directive 90/385/EEC on active implantable medical devices (AIMDD) and Directive
98/79/ECon in vitro diagnostic medical devices (IVDD)
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Key propositions

L. No further extension of the transition periods

2. Retention of the re-certification requirement

3. Further harmonisation of the notification procedure and regulatory requirements
4, End to the requlatory overload and creation of a stable legal framework

5. Exemptions for innovative/niche products and applications

6. Creation of alegal framework to allow “structured dialogues”

7. Further exemptions from clinical investigations

8. Improvement of the system'’s efficiency

9. Integration of requirements from horizontal legislation into the MDR and IVDR

10. Furtherdigitalisation of market access procedures
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No further extension of the transition periods

Debates on the MDR's and IVDR's date of application and the applicable transition periods have
accompanied their implementation from the outset. In recent years, extensive measures have been taken
to give manufacturers sufficient time to adapt to and implement the regulations.

Inlight of the Covid-19 pandemic, the date of application of the MDR was already postponed by one year
from 2020 to 2021 with Requlation (EU) 2020/561. Due to the slow transition from the MDD and AIMDD
to the MDR, the transition periods were additionally extended by several years with Regulation

(EU) 2023/607. Products that are not or only partially MDR-compliant can lawfully be placed on the
market for significantly longer. The deadlines have been extended until 31 December 2027 for higher-risk
medical devices (certain Class lIb implantable devices and Class Ill medical devices) and until 31 December
2028 for lower-risk medical devices (Classes IIb, lla, Ir, Is and Im). For the longer transition periods to apply
for manufacturers, they must have submitted a formal application to a Notified Body by 26 May 2024 and
concluded a written agreement with the Notified Body by 26 September 2024. It can be assumed that all
manufacturers for whom the extended transition periods apply are also ready for MDR certification and
have prepared their technical documentation accordingly. With regard to the IVDR, the transition periods
were extended (in some cases, until 31 December 2029) and similar rules and conditions were set outin
Regulation (EU) 2024/1860.

The Notified Bodies have built up extensive additional capacities in recent years.? The number of Notified
Bodies has risen steadily, too. As of September 2024, there were a total of 49 Notified Bodies for the
MDR? and 12 Notified Bodies for the IVDR*, whereby some already have surplus capacities.

Thus, extensive measures have been taken in recent years to allow manufacturers sufficient time to
adapt to and implement the requlations. Also, every postponement of the deadlines led to an sudden
decrease in the number of applications for certification. Indeed, in some cases, manufacturers even
cancelled or postponed ongoing certification procedures. The current deadlines and available capacities
of Notified Bodies are by all means sufficient to certify all products in accordance with the MDR in due
time (unless all manufacturers take advantage of the extended transition periods to their full extent).
Therefore, the TUV Association is of the opinion that a further extension of the transition periods would
not be expedient.

2 Cf. Team NB - Medical Device Survey 2023, p. 32, www.team-nb.org/wp-content/uploads/2024/05/Survey-2023-20240513.pdf
3 https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notified-body-
list?filter=legislationld:34,notificationStatusld:1

“ https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notified-body-
list?filter=legislationld:35,notificationStatusid:1
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Retention of the re-certification requirement

Article 56(2) MDR limits the validity of certificates issued by Notified Bodies to a maximum of five years.
Manufacturers are calling for the abolishment of the re-certification of medical devices. Notified Bodies
should instead issue certificates that are valid for an unlimited period of time and essentially limit their
monitoring activities to surveillance audits, unannounced on-site audits and review of the reports that
manufacturers must submit. This proposal must be rejected for a number of reasons:

A fundamental distinction must be made between quality management system certificates and product
testing certificates. Certification and re-certification audits of the quality management system are
considerably more extensive than annual surveillance audits or unannounced audits, for example.
Abolishing re-certification audits would be detrimental to health and safety standards. If the level of
health and safety protection is to be maintained, the scope/extent of surveillance audits must actually be
increased. With regard to product testing/certification, purely retrospective assessment through a review
of the regular reports submitted by manufacturers® would not constitute an adequate substitute for (re-
)certification, as this surveillance measure has a different focus.

Such a selective surveillance methodology would also be contrary to the intention of the MDR of
strengthening the position of Notified Bodies vis-a-vis manufacturers in order to ensure that the latter
comply consistently with the general requirements at all times, also after the initial certification (see
Recital 52 MDR).

Moreover, abolishing re-certification would also not have the frequently cited economic effect.
Certification costs make up just a small part of market access costs, as all manufacturers and products
must fulfil the relevant requirements of the MDR, regardless of whether certification is required or not.

In addition, abolishing re-certification would also lead to de-harmonisation with international standards
(IS0 13485 - Medical devices - Quality management systems - Requirements for regulatory purposes)
and certification procedures (Medical Device Single Audit Program (MDSAP) of the International Medical
Device Regulators Forum (IMDRF)). Decades of harmonisation efforts would be thwarted.

In light of the above, in the interests of patient safety, the certification cycle that normally applies for

almost all product regulations in Europe must be retained (among others, see Requlation (EU) 2023/1230
on machinery and Regulation (EU) 2024/1689 on harmonised rules for artificial intelligence).

5 Specifically, the post-market clinical follow-up (PMCF) and periodic safety update report (PSUR).
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Nonetheless, the scope and content of re-certification require a critical review. Not all MDR requirements
need to be reviewed every five years. It should be possible to take the results of previous monitoring
measures into account during re-certification. A precise definition is required - this could easily form part
of an MDCG document, for example.

Further harmonisation of the notification procedure and requlatory requirements

Despite the extensive harmonisation efforts to date, there are still different national interpretations of
the MDR and IVDR requirements, delegated legal acts and MDCG documents. This leads to challenges and
unequal treatment of Notified Bodies and manufacturers. Further harmonisation of the requirements for
Notified Bodies (and, indirectly, for manufacturers and products) is therefore needed to ensure a level
playing field and avoid distortions of competition.

Furthermore, the notification procedure and upcoming re-assessment of Notified Bodies still take too
long. Greater coordination is needed within Europe to ensure a harmonised implementation of the
regulations and speed up the designation procedure. This in particular applies to the requirements and
procedures of the joint assessment teams.

End to the regulatory overload and creation of a stable legal framework

More than 100 legal acts and interpretative documents (MDCG documents) have been published since the
MDR and IVDR entered into force, some of which have already been revised several times. On the one
hand, these documents play an important role in the implementation of the regulations, as they close
regulatory gaps and specify requirements and procedures. On the other hand, theirimplementation ties
up extensive resources at Notified Bodies, manufacturers and authorities and leads to higher costs and
lengthier market access procedures (implementation in processes within all involved parties,
implementation by the manufacturer in product design/documentation, training of staff, etc.). Moreover,
the documents are not always consistent with existing regulations leading to unexpected delays and
higher compliance costs as some of these requlations also have to be taken into account in ongoing
certification procedures. At the same time, the legal nature of MDCG documents poses challenges for
Notified Bodies and manufacturers: While they are not binding and no transition periods/implementation
deadlines are stipulated either, national authorities expect the immediate implementation in some cases.

The European Commission has already discerned a number of issues with MDCG documents and
announced that it will review its guidance’s “with a view to eliminate [the] administrative workload of
Notified Bodies or undue limitations regarding the scope of documentation not required by MDR/IVDR"
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(cf.MDCG 2022-14, No. 4%). More extensive measures are still needed though: A stable, consistent and
reliable legal framework is required to allow all involved parties sufficient time for further
implementation of the requlations and to avoid delays in market access procedures and higher costs.
When implementing MDCG documents, the involved/responsible authorities should agree on harmonised
implementation plans and deadlines and communicate these transparently.

Exemptions for innovative/niche products and applications

Manufacturers must draw on significantly more resources to make their products MDR or IVDR-compliant
than compared to the directives. This is due to far more stringent requirements in the clinical field, for
instance. Given their innovative nature and the small market, this increased complexity has a
disproportionately strong negative impact on innovative products as well as niche applications and niche
products (orphan devices). There is an urgent need for clear, legally permissible exemptions for these
products.

One major obstacle in the conformity assessment of these products is usually that insufficient clinical
datais available, at least compared to many of the other products on the market. The MDR does not
provide any clear criteria for exemptions here. At the same time, the assessment of technical safety does
not pose an obstacle - not even for innovative products.

With the document MDCG 2024-10 “Clinical evaluation of orphan medical devices", clear exemptions
have now been stipulated and a very good framework for the market access of niche products (orphan
devices) was created. In the interest of greater legal certainty, transfer of these to the MDR would be
desirable as part of a MDR revision.

However, to speed up the market access of products, manufacturers should be required to carry out the
necessary consultations before the Notified Body begins its conformity assessment. The decisions of the
expert panels should be binding.

With regard to innovative products and applications as well as niche applications, there is still no suitable
process though. The development of specifications based on MDCG 2024-10 would be welcomed here.

Forinnovative products and applications, the classification of when a product or application is novel (and

8 https://health.ec.europa.eu/system/files/2022-08/mdcg_2022-14_en.pdf
7 https://health.ec.europa.eu/document/download/daalfc59-9d2c-4e82-878e-d6fdf12ecdla_en?filename=mdcg_2024-
10_en.pdf
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not just a further development) must clearly be based on legal requirements and/or decisions by
authorities prior to the involvement of a Notified Body in the conformity assessment. It must also be
determined for which novel properties a simplified procedure would apply- only for the method of
application or also for the design of a product, for example.

Such a simplified procedure could take a similar form to a “special track” procedure: The assessment of
clinical data could be carried out by a European institution or a central European body (such as the expert
panels that already exist today). Their decision would then be binding for Notified Bodies. In this process,
the period within which a re-evaluation of the clinical data must take place and at what point a product or
applicationis no longer considered “innovative” must also be determined.

Other forms of financial support and/or facilitating measures can also be considered (tax incentives, for
instance), but should not form part of the requlation, as it forms part of the requlatory framework for
product safety. Inits current form, akind of “special authorisation” like Article 59(1) MDR grantsis nota
suitable means, for example.

Creation of alegal framework to allow “structured dialogues”

Notified Bodies are not allowed to offer or provide any consultancy services to manufacturers (including
“pre-certification services”) - see MDR Annex VI, 1.2.3. (d) and (e) and MDCG 2019-6-Rev.4, |.68. At the
same time, however, “structured dialogues” are allowed - see MDCG 2022-14, No. 15:

The MDCG encourages notified bodies and manufacturers to organise structured dialogues before and
during the conformity assessment process aimed at requlatory procedures where this is useful to
enhance the efficiency and predictability of the conformity assessment process, while respecting the
independence and impartiality of the notified body. Such dialogues should not be considered consultancy

service.

Itis unclear how exactly the “structured dialogues” can and may be organised however. The designating
authorities comply closely with the preclusion of consultancy services and any statement thatreferstoa
specific product or manufacturer is interpreted as advice. Against this backdrop, a meaningful exchange
between manufacturers and Notified Bodies is hardly possible prior to the filing of applications.

Therefore, clarifications are urgently needed. The MDR and IVDR should both specify in the same way
which aspects can be discussed in an exchange between a manufacturer and a Notified Body. The

8 https://health.ec.europa.eu/system/files/2022-10/md_mdcg_ga_requirements_notified_bodies_en.pdf
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independence of Notified Bodies must be guaranteed at all times and consultancy services should
continue to be precluded. However, an exchange with a clear focus on the procedure and expectations as
regards the certification process, evidence required, etc. must be possible between manufacturers and
Notified Bodies before an application is submitted. Above all, risks discernible in the procedure that could
lead to delays must be discussed and taken into account in design of the product and/or documentation.
This would save time and costs and reduce the time to market. Especially SMEs and innovative
manufacturers stand to benefit from such a measure.

Further exemptions from clinical investigations

The list of devices exempt from the requirement to perform clinical investigations is not complete (see
Article 61(6)(b) MDR). A whole variety of products that have safely been on the market unchanged for
years or even decades now are missing from this list. For these products, the performance in a clinical
investigation could be replaced by the experience gained in the market. If they aren't listed, these
products cannot be classified as “well-established” and this in turn leads to lengthier market access
procedures and higher costs. That is why further devices urgently need to be added to the list.
Alternatively, clear criteria need to be established to determine on a case-by-case basis whether a
product can be exempted from the requirement to perform a clinical investigation. Manufacturers should
also be able to apply for a legally-binding decision from the expert panels before the Notified Body begins
its conformity assessment. The corresponding procedures and decisions must be “anchored” in the MDR.

Improvement of the system efficiency

In order to improve the requlations’ implementation, particular emphasis should be placed onimproving

the efficiency of the regulatory system. Possible measures include:

> Consistent utilization of the procedural approach in the description of requirements. Not only the
anticipated outcomes of the conformity assessment should be described, but the procedural approach
must always be described in a process-oriented manner, too. This is also an essential prerequisite for
efficient and consistent digitalisation.

> Clear separation of technical and requlatory requirements. All technical requirements must be
removed from the legal text and defined in standards or common specifications.

Objectives that do not relate directly to product safety (economic aspects, SME funding, innovation
promotion, strategic considerations, etc.) may not form part of the regulations and must instead be
included in other mechanisms and procedures.
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Integration of requirements from horizontal legislation into the MDR and IVDR

Horizontal requirements that must be addressed in additional assessment procedures for certification
according to the MDR or IVDR are increasingly posing a problem for manufacturers of medical devices. In
some cases (such as GDPR), they are unavoidable. However, wherever the focus is on the safety of the
medical device itself, such requirements should be covered in the conformity assessment procedures of
the MDR or IVDRitself.

To take the concrete example of artificial intelligence (Al) in medical devices: Al-based medical devices Al
arein principle certifiable according to the MDR and IVDR. However, these regulations do not contain any
Al-specific requirements. With the new Al Act ((EU) 2024/1689), a horizontally applicable legal act has
now been established, which also applies to medical devices. To avoid contradictory requirements and
interpretations as far as possible, there should be no separate leqgislation for Al-based medical devices
apart from the MDR and IVDR. All relevant additional requirements for medical devices that use Al
stipulated in the new Al Act should instead be integrated directly into the MDR and IVDR. The Al Act
should then no longer apply to medical devices.

Further digitalisation of market access procedures

For the further and more in-depth digitalisation of market access procedures, a consistent process
orientationis needed in all relevant documents and specifications (the MDR and IVDR, MDCG documents,
common specifications, etc.) as well as a rapid availability of the corresponding infrastructure, especially
regarding the EUDAMED database. Particularly the formal requirements (such as information on the filing
of applications to a notified body) must be formulated in a process-oriented manner and checked for their
scope for further digitalisation.

Conclusion

The medical device sector is still undergoing a transition and reorganisation phase. The system has
reached its regulatory limits. It takes time and personnel resources to implement the still changing
requirements. All available capacities should be focused on the further development and necessary
improvement of the (legal) requirements. A fundamental system change does not make sense in light of
the even more complex and costly transition, necessary time-frame and uncertain outcome. Instead,
individual, concrete and consistent improvements are needed. New provisions should merely fill existing

gaps and correct previously incorrect or impractical requirements.
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Attempts to improve or alter the requlatory framework must not lead to even more bureaucracy that
increases the costs further, prolongs procedures and has no positive impact on the availability of products
or patient safety. At the same time, attempts to speed up market access and make the procedure more
cost-effective for manufacturers must not be detrimental to the level of safety and health protection.

The European Commission and (notifying) authorities moreover need additional staff to be able to handle
the diverse (new) tasks effectively and better manage future topics (like international cooperation and
digitalisation).
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The TUV Association represents the political interests of the TUV assessment
organisations and fosters the professional exchange between its members. It is
committed to technical safety and digital security as well as to the sustainability of
vehicles, products, systems and services. Generally applicable standards, independent
assessments and qualified further training form the basis of the association’s work. It
consistently strives to maintain the high level of technical safety, foster trust in the digital

world and preserve vital resources. The TUV Association regularly engages in exchanges

with policymakers, authorities, the media, companies and consumers to this end.
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