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Introduction

Speaker funding disclosure

My participation as speaker is supported
by Deloitte Belgium which is a sponsor of
the NoBoCap Summit 2025

Dr. Burcak Aydin
Director
Deloitte Life Sciences Strategy




EuropeAs MedTech Attracti1\

STUDY METHOD Deloitte.

Targeted literature review (inc. reports 40 in total)

OECD, Eurostat, and Statista used for gquantitative
analysis

29 MedTech global industry experts consulted, E2E value
chain

Socioeconomic robustness

Strength of ecosystem

Europe's MedTech
Attractiveness

Fiscal and financial
competitiveness

Strong Healthcare Hubs and Talent Pools Paving £
the Way for Innovation and Patient Solutions ~ iuracria

MATTERS ),
May 2024 . “y

Talent avallability

, _ Prepared in collaboration with MedTech
Easy of doing business Europe, 2024

Site avallability




Background and Context

KEY TRENDS IMPACTING MEDTECH INVESTMENTS CONTEXT
_ _ Market Shares
Growing demand for MedTech companies are
MedTech to manage chronic innovating towards North America
diseases in the ageing sustainable medical 36% Europe
population and for technologies , prompting a «-,-:?-"' 27%
preventive technologies shift in design strategies -

Increasing _possi.bility (_)f MedTech talent crunch
supply chain disruptions leading to increasing

due to more stringent "

L competition among

sustainability .

requirements (supplier industry players to attract
and retain top talent

risk, substance bans) and

hard to predict demand Global MedTech Market$510 B

surges
Increasing need for With APAC is poised to overtake Europe
Focus on digital health regulations around 5G, and a diminishing inclination among
solutions to compensate Al, digital health, data companies to invest in the region, Europe
@ for healthcare workforce interoperability , and faces the imperative to proactively
shortages and support . sustainability  In enhance competitiveness
remote monitoring Increasing focus on MedTech, due to their
@ value -based care to growing adoption and
promote cost reduction importance
and health equity
Current MedTech trends and market dynamics dictate that industry and policymakers work collaboratively and proactively to enh ance

the attractiveness of the European innovation and MedTech investment landscape



EuropeAs MedTech resear

bolstered by fiscal incentives, innovation
hubs and attracti ve

A Variety of financial incentives Z including tax benefits, cash grants, loans,
and patent boxes

I a b A Higher success rates with availing grants vs US

Attractive tax incentives and public funding
schemes for R&D with high success rates

A Fewer post -award monitoring and reporting reqguirements vs
grants (e.g., auditing and contract life cycle management)

De-risk investments  in MedTech innovation on sustainability, digital
health, preventive health through wide variety of R&D incentives

= environment

Collaborative networks and hubs of universities,
companies and startups, with  high patent and
publication activity

‘O Potential booster by EHDS for the R&D '

A Well -funded MedTech clusters, e.g., Medicon Valley (Denmark), Emilia -
Romagna (Italy) supported by local governments

424 of MedTech patents filed with the EPO were by European

companies, compared with 37% from US companies

“
.
.
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.
.
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.
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L 2k  MedTech startups, leading China (2022)

Allows companies to be present in an innovative ecosystem with  access

— = - r —

Ability to attract and retain talent and foster
employee loyalty due to favorable labor laws

to highly skilled talent, research ideas and infrastructure

10.1 years average time spent with one employer in Europe
" ovs4l years inthe US across industries (2022)

A Greater job security, benefits, social protections, and more favorable
working conditions  than US and APAC, fostering employee loyalty

kﬂ Allows companies to attract and retain world -class MedTech talent

Europe presents a clear opportunity for investments in R&D because of its well -developed research ecosystem, favorable R&D
Incentives in multiple Member States and a working environment that attracts and nurtures world -class talent



YBut 1T nnovation I s hampered bv a ri sk
averse CUIture, bureaucracy and MedTeCh = $2 1B Wworth of MedTech VC funds raised in Europe vs $4.5 Bn in
Speciﬁc skills Shortages APAC and $6,7 Bn in the Americas  (2021)

grasasns 1/2 the number of MedTech startups compared to the US (2022)

Lack of high -risk investment funding and support B€; European i risk-averseand bokdor gearanteed returns . While

for pI’OdUCt commercialization due to the risk _averse funding is available for research and development, it is a challenge to get public

|
|
|
fE . } or private funding to bring higher ri sk
nature of European investors ‘ - Innovation Expert and Entrepreneur

& 3 We s p e nl8 months trying/to get funding for one of our projects.
Ultimately, we went to the US for funding. There is a greater willingness to be
efficient i n t-R& HEaBE atMedTech Company

Bureaucratic administrative processes make it P - _ . | o
difficult t T £ d sl d JEur opean Stightdegree o lmureaucraticadministration . It can

"?L.I Oava_'lsaemcenlvesan SIoW down ' be over whel ming. But often the juice 1I:¢
decision making ‘ - Head of Grants at MedTech Company

— == = - —— ——

Of EU businesses face shortages of digital and ICT skills (2021);

0
[ >60% vs. US, where 65-80% of firms struggle to hire Al talent (2022)
Global skills shortages that are required to support | s
e netXt Y¥a¥e OEf MedT?Ch aac_lf\;ancetmtenaprisent an-— e 40% Of doctors aged 55 or more in 13 out of 44 European countries.
ORISR ISEIEIPIE 6 INSElEle IS 0 uUs faces shortage of up to 124 000 physicians by 2034

|
_ —

To drive greater innovation and bridge the gap between development and commercialization, implementing strategies to create a
differentiated MedTech talent pool, streamline bureaucracy, and encourage risk -taking Is pivotal



Europe Is a pioneer in influencing global
legislation and creating MedTech
regul ati onsY

Europe is the trailblazer in legislative innovation
sustainability, Al, and other key areas

or

Due to its consensus -driven culture, Europe offers
businesses regulatory stability and business
predictability

to other markets,
through a single

Europe acts like a springboard
unlocking multiple markets

requlatory process

“\_/" Cross-border harmonization across
regulatory, HTA and regulatory to boost

|

A EU regulations set the agenda for global companies given the size and
importance of the European market, e.g., GDPR

A EUAs AaHd Gheert Deal are influencing other regions to follow or create
their own legislations

Existing legislation on data usage, Al, and sustainability, provides a clear

framework for industry to innovate within

out of the top 50 countries on the global political stability index
are in Europe (2021)

22

A US regulatory environment undergoes shifts  with each new administration,

introducing uncertainty and unpredictability
Predictability of the regulatory landscape in Europe fosters  a stable
environment for MedTech investments

1 J A b @unbarkets are unlocked by the CE mark, and about a100 more
around the world have facilitated access if you have the CE mark, including
emer gi ng mar k eCEG,MedTech Europe

Higher entry barriers than in the pre -MDR / IVDR era, but benefits are
enormous given the size and strategic importance of the market

Despite the regulatory process becoming more complex in recent times, companies that continue to invest in Europe can reap th
benefits of unlocking multiple markets with a single regulatory process, and enjoy business predictability



YBut the regulatory | andscape

1S Compllcated by mUItIple Overlapplng A Complex, overlapping regulations, e.g., MDR / IVDR, Al Act and EHDS, as well
I .3 I as new directives, e.g., revised Product Liability Directive (PLD),
and rISk averse reQUIatlonS Representative Actions Directive, can make compliance challenging

A Further, PLD revision may make Europe less competitive as MedTech
companies may face arise in litigation  and speculative claims

Multiple overlapping sectoral and cross  -industry :
regulations, with limited guidance on how they
interact with each other, e.g., PLD and MDR/IVDR A Increasing number of initiatives to restrict use of certain substances, e.g.,
~ - PFASNot considering the time needed to transition sustainably
A More stringent reporting requirements necessitate greater resource
allocation, training, and potential changes in partnerships
: : e e e L. . EG€& 3 Mul ti ple sustainability expectatnbtons :

Multiple sustainability Initiatives , €.9., restriction of — harmonized across Member Stateswe don At know whiehr e t o
substance usage, more stringent reporting requirements -+ requirement do Y engage with first?j
proposed / implemented in parallel - MedTech Industry Leader

GG 3 Ther e i sEUaverstiostkwitit nevaBU regulations , e.g., Al Act and
development becomestoo complex for companies to navigate. EU isvery risk
averse in a way that US and China are notz sometimes can go too far and can

Missed opportunities for the industryas | stifle 1nnovat Meaifechindustry Leader

regulations lag the pace of innovation in key €€ 3 We want to innovate i nElect®nictindoimatiomr e as ,

areas due to culture of risk -aversion For Use (elFU) but here the regulations are missing, which is becoming a
- . barrier for us to innovate
- MedTech Industry Leader

Embracing a culture of 'permitting' and agile course -correction, and moving away from over -regulation and risk  -aversion, is pivo tal to
fostering innovation in the MedTech landscape



Europe has efficient healthcare systems
and has taken steps towards new
heal t hcare model s¥

A European health care systems outperform the US on  quality, affordability
Universal health care coverage creates larger and access

market opportunities for MedTech A Europe invests in primary care systems , reduces administrative

burdens on patients and clinicians and invests in social services to
increase equitable access to care

Greater demand for preventive technologies and opportunities for
collaboration between MedTech companies and healthcare providers

A EU Directive on Public Procurement encourages public authorities to move
towards high -value, high -quality products and services

“JWhiIe there i s room for VBP to expand
e has better VBP than Europe; we are ahe:
Europe leads other regions in value -based : - MedTech Industry Leader
procurement (VBP)

Greater adoption of VBP will shift tender discussions away from the
h upfront purchase price  towards holistic exploration of value, and help
companies, providers, procurers build partnerships of mutual benefit

Europe promotes affordable care, health equity, and value -based procurement, thereby creating greater market opportunities for
MedTech manufacturers



YBut return on 1T nvestment I s hindered by

slow reimbursement, low adoption of VBP, | -
. . " 5-6 years, or even more, to get reimbursement for MedTech innovations,
and hlgh prICIng pressures similar to the US (average 5,/ years)

Not all European countries have established pathways  for reimbursement
of digital health solutions

Cha”enges in MedTech reimbursement  due to : Limited number of countries have Innovative Payment Schemes  in

diversity in pathways  across Europe place

A EU-wide adoption of VBP among providers and procurement bodies is low
despite the directive

Low adoptlon of VBF? COUpIed with h_'gh pricing foreeees A3Vval uej means different t higcugestlylokadi f f e
pressures due to price -only tendering frameworks T common definit i forMedTéch goduts u e j
In most countries o _ _

; _ A No limitations  on price -only tendering frameworks

A Cost containment measures, e.g., payback systems, pose a risk to the
| long -term competitiveness and attractiveness of the European market

Austerity schemes pose legal, financialand : - |
operational burdens on MedTech companies A P_otenﬂal agtlvel_tlon or expansion of such systems would exacerbate the
situation, stifle innovation, and can erode patient access to MedTech

=

There is an opportunity to make reimbursement quicker, and shift the focus away from price -only tendering and cost containment
measures that may hinder innovation, to a more standardized value -based approach



The reqgulatory landscape for breakthrough innovation considers critical regional needs

S

US

b Breakthrough Devices Program* , by FDA formalized in
2016
b Eligibility:
V It must provide for more effective treatment or
diagnosis of life threatening or irreversibly
debilitating human diseases or conditions.

V It must satisfy at least one of four secondary criteria:
represent breakthrough technology, offer significant
advantages over existing alternatives, address an
unmet medical need, or its availability must be in the
best interest of the patient

b In 2023, health equity criteria introduced

Regional specifications

i,

\

JAPAN

b The pioneer designation** system started in 2015,
fully enacted in 2019

b Covers pharmaceuticals, MDs and regenerative
medicines

b Specific to medical devices, the eligibility criteria

V

< < <

Innovative therapy or diagnostic method
Severe target disease
High efficacy or safety

Commitment and capability to pursue early
development and approval in Japan

b Priority for products for serious diseases with unmet
medical needs, especially if there is limited or no
overseas approval

*Gupte T, Nitave T and Gobburu J (2025) Regulatory landscape of accelerated approval pathways for medical devices in the United States

and the European Union, ** Deloitte research, local expert input

16



Making the European MedTech innovation landscape more attractive will require
strategic actions from policymakers and industry

Create a single, clear and accountable structure building on

existing regulatory infrastructure, emp(_)wering existing Establish a unified digital health and single health data
actors ) The strgcture should be ' specific to MedTech to market , harmonizing EU countries' approaches to digital
provide oversight and ensure the goals of the present A A health technologies

regulatory framework are met in full in line with the
specificities of the MedTech business

e

Base environmental regulations on industry

A capabilities and scientific progress , and incentivize
compliance, innovation, and environmental

p—————V responsibility

EU and Member States can simplify and
streamline the administrative procedures
associated with availing state incentives

EU can continue efforts to promote STEM, close skill
gaps, and facilitate cross -border movement of talent.
Industry must play a key role In identifying specific

skills gaps, training, and matching recruitment
process and flexible work expectations to attract and
retain the right MedTech talent

Promote and standardize value -based
procurement (VBP) through value -based tendering
frameworks and value -based pricing

2 0

Make MedTech reimbursement systems more : :
) : : Explore alternatives to Member State -level austerity
harmonized and predictable by sharing best
schemes and focus on a balanced value -based healthcare

practices / criteria across EU Member States and aobroach that does not hinder innovation
utilizing the potential of real -world data PP

a7
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MDR/IVDR study Key objectives

Key objectives

3 Map key benefits and challengesf the regulatory governance structuref the MDR/IVDR and look at its
Impact on innovation and patient safetin the EU medical devices sector.

3 Provide input for theevaluation of the regulatory framework.

3 Makeproposals to optimise the frameworkn the short, medium and long term.

Scope of the study

3 Focus on assessing tgevernance structurédMDCG, expert panels etc.), and analyse If its application
contributes to meeting the objectives set out In the MDR/IVDR, I.e. patient safety and innovation.

3 Look atspecific elements of the regulatory framewortke governance structure is part of, to assess how
its Implementation meets the objectives set out in the MDR/IVDR.



What is the state of play of the application of the Regulations in terms of the governanc
structure and tasks assigned to key actors in the medical devices sector?

Has the governance structure and the tasks performed by key actorsdffeetivein
meeting the objectives set out in the Regulations*

Has the governance structure and the tasks performed by key actorsdiggantin
Research meeting the objectives set out in the Regulations?

q ue StiOnS To what extent does the regulatory framework (in particular governance strucdme)ts

identified benefits and challenges impact the innovation capacitycamipetitiveness of the
medical devices anah-vitro diagnostic devices industry in thdJ)?

To what extent does the regulatory framework (in particular governance struatu@pve
patient safety and public health protection?

How does the EU regulatory framework (in particular governance structure) in the
fleld of medical devices compare to selected systems around the world?

*l.e. creation of a robust, transparent, predictable and sustainable regulatory framework for medical devices,
which ensures a high level of patient safety whilst supporting innovation




MDR/IVDR study Scope

Geographical scope

s
=
S vﬁ\
t ~‘
~ K__'_". «

N

3 EU27
3  Relevant data from noftU
countries

Page22
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Key actors

EU institutions
Authorities of the 27 EU MS
Notified bodies

Trade associations and economic
operators, incl. SMEs

Associations representing
healthcare professionals and
patients

Other organisations/institutions
(academia, RTOs, innovations
hubs/clusters, investors, WHO,
consumer organisations, etc.)

Timeline

Study
completed/approved

Planned to be published in
support of and together
with the European
Commission evaluation of
the MDR and IVDR (tbc)

<\



MDR/IVDR study Consultation tools and activities

Online survey Targeted interviews Thematic workshops Consultation workshops
@
@,
; & g &

5 Who:Available to all 5 Who:Representativesf the 5 Who:Selected actors based on' 3 \who:EU27 MS authorities and/or

Interested key actors different key actors the thematic relevant stakeholders
3 How:Onlinesurveywith 5 How:43 semustructured 5 How:4 online workshops on 3 How:3 hybrid workshops throughout

targeted invitations + open Interviews tailored to different identified key themes the project

link (n=470 resp., incl. 91 groups (governance, patient safety,

SMEs) | innovation and SMEs) 3 Why: Validation of the study design

3  Why:Collectin-depth and findings

3 Why:Collect quant and qual information and perspectives on3 Why:ldentify key issues and

data from identified interest the defined research questions solutions to the identified

groups challenges

Page23 EY



MDR/IVDR study SMEs and the EU medical devices and IVD sector

Specific focus oamaller and mediunrsized enterprises (SMERyoughout studyc including onmicro
and small firms (MSE&)n recognition of their vital role in the market:

3 Key market playerOf the ~35,000 European medical technology firms, 92% are SMEs. Most of these
FANNXa&a SYLX 2é fpn LIS2LI SO

3 Drivers of innovationBecause of their size and flexibility, SMEs often have the ability to innovate
FFaO0SNI YR IRILIG O60SUGSNI 2 UGKS OKIFIy3IAy3d YySSRaA

5 Drivers of customisatiarBMEs excel in accommodating specific needs in terms of design, materials
dza SR YR FTdzy OUuA2y I f AGASA 2F abakLx5a AyYyOf dzF

3 Vital partners SMEs often collaborate with research labs and hospitals to conduct research and clinice
trials, making them vital contributors to the overall medical device ecosystem.

Page?24




£ A SRR -
MDR/IVDR study Impact on innovatiorg Perspective of smaller firms

Issues experienced

3 Actors/stakeholders expressed scepticism about the regulatory
framework's support for new and emerging technologies.

3 A clear majority in the survey disagreed it stimulates the placing
on the market of highly innovate devices, incl. 83580 of MSEs
and medium and large firms.

3 Barriers to innovation identified include high administrative costs,
lengthy and unpredictable certification processes, and stringent
clinical evidence demands.

3 Compared to larger peers, MSEs generally are affected more by su
barriers:

3/ SNIATAOIGA2Y O2adGa GF 18 dzLd

3 MSEdind it difficult to obtain financing for the design and
manufacturing of MDs/IVDs;

B L
3 MSEs regulatory knowledge tends to be lower, which can result
longer certification timelines and a higher dependence on
(expensive) external consultants;
) . A 3 Access to NBs can remain challenging for smaller firms, especi
/i = Disclaimer:The reported findings are not ye ]
S = published and are not endorsed by the those developlng IVDs.
m{f:* ’ European Commission. ‘
’ p EY



MDR/IVDR study Key regulatory barriers Top 5¢ MSEs vs large and medium firms

MD/IVD13- In your experience, which of the following (if any) are kiag regulatory barrierdor the industry to bring

Innovative devices to the EU market?

Micro and small enterprises

Administrative burden and cost of regulatory approv

Length of certification or recertification proces

Access to Notified Bodie

Uncertainty and unpredictability of regulatory processes a

0,
requirements S

Compliance challenges with clinical evidence and d

(0]
requirements A

% Total; Micro and small firms (n=98); Medium and large firms (n=110)
Source: MDR/IVDR survey (February 2024)

Page26

Medium and large enterprises

Length of certification or recertification proces 64%

Administrative burden and cost of regulatory approv 59%

Uncertainty and unpredictability of regulator
processes and requirements

Compliance challenges with clinical evidence and d

: 41%
requirements

Access to Notified Bodie

Disclaimer:The reported findings are n

yet published and are not endorsed by t
European Commission.




O =
~ MDR/IVDR study Impact on innovatiorg Perspective of smaller firms

Effects observed (1)

3 Findings suggest the MDR and IVDR have hau@act on
device offeringin the EU*.

3 An important share of firms report to haveduced device
portfolios cancelled new device introductiqrs ceased
production for the EU markeis result of the introduction
of the Regulations

3 Assmaller firmstend to have less resources and smaller devic
portfolios, effects are different than for their larger peers.

3 E.g., compared to medium and large firms, MSEs are:

3 lesslikely to have allocated more resources (65% of MSE:
vs 92% of medium and large firms) or to have reduced th:
device portfolio (45% vs 78%);

3 relatively mordikely to have postponed the introduction of
new devices (® most important effect for MSEs v& 4or
larger firms).

Disclaimer:The reported findings are not ye
published and are not endorsed by the
European Commission.

*Note that in the study it could not be established with
certainty that these changes are due to the MDR/IVDR. EY




MDR/IVDR study Impact on EOg Top 5¢ MSEs vs medium and large firms

MD/IVD15- As a result of the introduction of the [MDR/IVDRY], has your organisation/have the organisation you
represent done any of the following?

Micro and small enterprises Medium and large enterprises

Allocated more resources to regulatory compliance effo Allocated more resources to regulatory compliance effo 92%
Postponed the introduction of new or updated devices Reduced existing device portfolios in the EU mar
the EU market
: : Increased awareness and compliance with regulat
Increased awareness and compliance with regulat P g 74%
procedures
procedures
Postponed the introduction of new or updated devices in t
Reduced existing device portfolios in the EU mar EU market
Prioritised regulatory approval of existing devices over n 649
Prioritised regulatory approval of existing devices over n or updated devices 0
or updated devices
¢C201f oYdzZ GALX S NBaLRyaSusr . lFaSYy ¢K2aS gK2 aStSOUSRSWPYINIRSSEARZOA NS d@AiCONE RNWA DR RN ESEQOD QLISHNI 6 NI 6 Y I y dzF
and small firms (n=98); Medium and large firms (n=110)
Source: MDR/IVDR survey (February 2024) Disclaimer:The reported findings are n
Page28 yet published and are not endorsed by t

European Commission.




- b e
MDR/IVDR study Impact on innovatiorg Perspective of smaller firms

Effects observed (ll)

Findings suggest that the reported effects impact innovation in
the MD and IVD sector in the EU:

3 Various interviewed actors and stakeholders stated that EU
based manufacturers and especially SMEseek market
access / certification outside the EU first or relocate to other
regions entirely.

3 The main destination mentioned was the USA, due to
the perceived predictabllity of its regulatory system and
dedicated regulatory pathways for innovative devices.

- 3 Various stakeholder anticipated that MDR and VDR will
reduce the number of economic operators based,
manufacturing and marketing devices in the EU, In particula
SMEs.

3 Could lead to a more concentrated market for MDs and
IVDs, with fewer and larger manufacturers, possibly
reducing the overall level of competition and innovation

Disclaimer:The reported findings are not ye

published and are not endorsed by the in the EU Single market.

European Commission.

-
EY




MDR/IVD study Opportunities to enhancannovation while ensuring patient safety

pPp] Options to reduce the regulatory burden on manufacturerst&rten and streamline the
certification process)) provide clear guidelines on clinical data requirements, notably for legacy
devicesc) promote use of digital technologies facilitate certification process

PP Specific measures to promote innovation in the sectoexplore potential of specific regulatory
pathways for innovative and/or orphan devicés support manufacturers with funding and
knowledge access.

PPl Address complexities linked to interconnections with horizontal legislatoRsovide guidance on
fulfilling requirements across different legislations and clarify which legislation takes precedence.

pPp] Specific measures to reduce the regulatory burden on SMEs and research ecogysteioe a)
targeted financial assistance) tailored guidance and training programs, aridoster
collaboration and networking opportunities.

Disclaimer:The reported findings are not EY
yet published and are not endorsed by the

European Commission.
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Legislative and non-legislative
policy Initiatives to support innovation

Flora Giorgio
European Commission
Directorate-General for Health and Food Safety (DG SANTE)
Unit D.3 7 Medical Devices



Eur op e 0s 1 leohtioal guigelines 2024 -2029

Political guidelines _ for the European Commission:

Medical devices perspective:

A Sustainable competitiveness

Digitalisation 1 prioritizing Al
Simplification - of legislation to reduce red tape

Innovation 1 Strategy for European Lifesciences & Biotech Act

Do To I» I

Resilience 1 Critical Medicines Act & European Action Plan on
Cybersecurity of hospitals and healthcare providers

European
Commission



https://commission.europa.eu/document/download/e6cd4328-673c-4e7a-8683-f63ffb2cf648_en?filename=Political%20Guidelines%202024-2029_EN.pdf

35

Priorities

Continue

Accelerate

Revise

Implementation of the MDR/IVDR

Short-term actions: both legislative and non-legislative

Targeted evaluation and review of MDR/IVDR
(planned for Q4 2025)

||||||||\\\k
T



Implementation
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Implementation of MDR/IVDR

Coherent and pragmatic application of extended transitional provisions  for different types of devices to prevent potential shortages of
existing and new/innovative devices

J Availability and capacity of notified bodies (currently 51 for the MDR and 18 for the IVDR in the NANDO information system

i Availability of harmonised standards (currently 32 for the MDR and 17 for the IVDR in the OJEU 7 including ISO 13485 (QMS), IEC
“AlA 60601 series, ISO 14971 (RMS) (more publications under preparation)

— Adoption and enforcement of implementing and delegated acts for different aspects of the Regulations (most-recently: Master-UDI
L4 del egated act, Electronic i nstructtermmmeasufesosr use, orphan expert

= MDCG guidance documents (updates and new)

/\ Development of EUDAMED ongoing and mandatory use of the following four modules: Actors, Devices, Notified Bodies and
Certificates and Market Surveillance

T

k

oD D D8
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https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notified-body-list?filter=legislationId:35,notificationStatusId:1
https://health.ec.europa.eu/medical-devices-topics-interest/harmonised-standards_en
https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notified-body-list?filter=legislationId:35,notificationStatusId:1

s, 1 Three hybrid workshops organised by COM

N\

B 121 May 2025
e Stuttgart (DE)

3

8.3 08 October 2025
’ 1",‘:{' : u,-,ln;(;.‘.'swl.;;\i,‘}l‘r{
Rome (IT)

J

o 03 December 2025
Brussels (BE)

What to expect: https://tinyurl.com/4k864h5¢

- Hands-on guidance on MDR/IVDR requirements related to
EUDAMED
- Live navigation through the first four modules

38- Practical aspects in data management and legal compliance
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Short-term actions 1 Legislative

Implementing regulation for e-IFUs for
medical devices

A Public feedback closed
A Planned adoption date: Q2 2025

Establishment of an Expert Panel on orphan
and paediatric devices

A Planned adoption date: Q2 2025

Reclassification of well-established
technologies (WET)

A Request for evidence: processing input
A Planned adoption date: Q4 2025

Expansion of the list of well-established
technologies (WET)

A Request for evidence closed and analysed
A Consultation with MDCG ongoing
A Planned adoption date: Q4 2025

Implementing rules regarding requirements
to be met by Notified Bodies

Implementing act according to Article 36 (3) MDR / Article
32 (3) IVDR will include;
o Timelines for conformity assessment, including
clock-stops;
0 Requirements for a reliable quotation;
o Monitoring of timelines and costs (KPI);
0 Recertification
A Planned adoption date: Q4 2025 /Q1 2026

L
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https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14471-Implementing-rules-regarding-requirements-to-be-met-by-notified-bodies-_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14471-Implementing-rules-regarding-requirements-to-be-met-by-notified-bodies-_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14469-Medical-devices-reclassification-of-well-established-technologies_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14472-Medical-devices-expansion-of-the-list-of-well-established-technologies_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14473-Medical-devices-establishment-of-an-expert-panel-on-orphan-and-paediatric-devices_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14470-Implementing-regulation-for-electronic-instructions-for-use-for-medical-devices-_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14470-Implementing-regulation-for-electronic-instructions-for-use-for-medical-devices-_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14470-Implementing-regulation-for-electronic-instructions-for-use-for-medical-devices-_en
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Implementing regulation for e-IFUs for medical
devices (Reg. 2021/2226)

A Amended by Commission Implementing
Regulation (EU) 2025/1234 on 16 July 2025

A Scope of the amendment: broadly expanded to

V allowing possibility to issue e-IFUs for most
medical devices intended for professional
users,

V Inclusion of devices without an intended

medical purpose listed in Annex XVI of
Regulation (EU) 2017/745,

A Streamlined the conformity assessment
process by removing the separate requirement for
Notifled Body review, eliminating redundancy with
other assessment activities.

V Including link to e -IFUs in the UDI module of
EUDAMED.

Note: dual-use medical devices (both professional and lay-user): the IFU intended for the lay person must be provided
In paper form.
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Implementing Decision (EU) 2019/1396
designating an additional expert panel in the field
of paediatrics and rare diseases

A Amended by Commission Implementing
Decision (EU) 2025/1324 on 7 July 2025

A Scope of the amendment:

V Designation of a new expert panel dedicated to
paediatrics and rare diseases |,

V  Clarification of the role of the European
Medicines Agency (EMA), now fully responsible
for the panel s0O secretari at

V  Support the ongoing pilot by securing
adequate scientific expertise

A Aim: to foster innovation and accessibility by offering
expertise on the safety and performance of devices for
rare diseases and children.

A Expected output: The new panel will enhance the
regulatory process by providing opinions to support
manufacturers and notified bodies under the EU Medi

iy “— ™ Device Regulation.

Image credit: Adobe images
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FAQ on interplay between MDR/IVDR and the
Al Act, MDCG 2025-6 published in June 2025

The document provides guidance on how the MDR, IVDR, and the Al Act intersect when it comes to Medical
Device Atrtificial Intelligence, including software, Annex XVI products, and IVDs.

It emphasizes complementary application , ensuring Al systems meet both medical device and Al-specific
requirements without duplicating regulatory burdens.

2. Applicability of the

Al Act to MDSW

Al systems used for medical purposes (MDAI) are subject to the Al Act if they meet the definition in Article
3(1) AlA.
MDSW is considered high-risk under Article 6(1) AlA if:

A It acts as a safety component or the device itself.
A It requires a third-party conformity assessment by a notified body (e.g., MDR Class lla/llb/Ill, IVDR Class B/C/D).

3. Quality Management
System (QMS)

Both MDR/IVDR and the AlA require a QMS, ensuring safety, performance, and risk mitigation throughout the
Al system lifecycle.
Manufacturers can integrate AIA QMS elements into their existing MDR/IVDR QMS to avoid redundancy.

4. Risk Management
(RM)

Do Do| [> 3

Risk management under MDR/IVDR focuses on health and safety, while the AlA extends to fundamental
rights.

Continuous risk evaluation, including Al-specific risks like data bias, algorithmic errors, and system
robustness, is mandatory.

e


https://health.ec.europa.eu/latest-updates/mdcg-2025-6-faq-interplay-between-medical-devices-regulation-vitro-diagnostic-medical-devices-2025-06-19_en
https://health.ec.europa.eu/latest-updates/mdcg-2025-6-faq-interplay-between-medical-devices-regulation-vitro-diagnostic-medical-devices-2025-06-19_en
https://health.ec.europa.eu/latest-updates/mdcg-2025-6-faq-interplay-between-medical-devices-regulation-vitro-diagnostic-medical-devices-2025-06-19_en
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Short-term actions T Non-legislative

Guidance on breakthrough technologies
(BtX)

Guidance on orphan IVDs

Guidance on sampling of technical
documentation

Guidance on certificates under conditions

IMDRF Guidance of high priority:  Pre-
Determined Change Control Plans, Good
Machine Learning Practices, Quality
Management Systems, IVD Clinical Evidence
and the Reliance Playbook

MDSAP mapping activities (NBCG-Med and
MDCG)

Support to other activities:  e.g. Horizon
scanning, orphan devices, JAMS 2.0

||||||||\\\k\
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Horizon Scanning System - MDs & IVDs

1t HADEAO Z DODPD 24
@ Objectives
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Long-term Actions
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Update on MDR/IVDR targeted revision

The nitiative aims to:

A
A

To

Do Io  To o

reduce administrative burden, including reporting obligations

enhance the predictability and cost-efficiency of notified body conformity assessment and
certification processes

make the conformity assessment requirements more proportionate, especially for low and medium
risk devices and those for special patient needs (e.g. orphans, breakthrough, pediatric, in-h o u s e )

enable further digitalisation

streamline procedures, including governance E /

enable the EU medical device sector to benefitfromi nt er nat i1 onal

better align with other relevant EU legislation

44qdontri buti ons <w@ah mi tftoes@'t
evi defNea @ i6r0ctwdels
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https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14808-Medical-devices-and-in-vitro-diagnostics-targeted-revision-of-EU-rules_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14808-Medical-devices-and-in-vitro-diagnostics-targeted-revision-of-EU-rules_en
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Update on MDR/IVDR targeted revision

X Adoption planned by December 2025

. Proposal to amend MDR/IVDR A ambitious, but targeted revision building on
za evaluation results and ongoing consultations with member states and stakeholders
supported by:

Staff Working Document on the results of the targeted evaluation

Staff Working Document on the Cost-Savings analysis

||||||||\\\k\
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Thank you!

Contacts:

European Commission - Directorate-General for Health and Food Safet
Unit D.3 Medical Devices

SANTE-MED-DEV@ec.europa.eu

E European Union 2023

Unjess otherwise noted the reuse of this presentation is authorised under the CC BY 4.0 license. For any use or reproduction of elements that are not
4 o . : : e European
owned by the EU, permission may need to be sought directly from the respective right holders. o

Commission



https://creativecommons.org/licenses/by/4.0/
https://ec.europa.eu/info/index
https://ec.europa.eu/info/departments/health-and-food-safety
https://ec.europa.eu/info/departments/health-and-food-safety
https://ec.europa.eu/info/departments/health-and-food-safety
https://health.ec.europa.eu/medical-devices-sector_en
mailto:SANTE-MED-DEV@ec.europa.eu
mailto:SANTE-MED-DEV@ec.europa.eu
mailto:SANTE-MED-DEV@ec.europa.eu
mailto:SANTE-MED-DEV@ec.europa.eu
mailto:SANTE-MED-DEV@ec.europa.eu
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BREAKTHROUGH INNOVATION PATHWAYS
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Some regul at

b SMEs and

ANo EU-wide multicenter trial mechanism

AEthics boards give their authorization only after validation by the National
regulation Agency (eg ANSM In France)

AMisalignment in ethics board practices across countries

ALack of expertise in non-CE devices at national regulation agenciescfr US
AAdditional preclinical and clinical trial demands

AOverly strict requirements for early feasibility trials

AFull technical documentation demands are disproportionate forHRL 4<’F
projects

ANo MedTech-s peci fi ¢ mar ket i)% hmi/ (iﬁ




European

Expectations from EIC beneficiaries/ SMES

Council

Priority
Limited CE Mark
Simplified QMS

Independent MDR Interpreters

Harmonized Ethics & Trial Mechanism

Pre-submission Advisory Access

Description

For early testing in expert settings, allowing clinical
iteration

ISO 13485 proportional to maturity stage

EU entity to support early-stage innovators

EUwide framework for early studies (e.g. EUwide
ethics fast-track/ light track )

Dialogue with NBs/ Experts before full engagement
Shared templates for Validation



Possible Role of the EIC in the context of BD novation

Council

Adedicated portfolio activities to help innovators anticipate regulatory, clinical, and
translational hurdles.

Adfast-track6 pat hway o0Seal a Extetleana®doopibjectshat
achieve a regulatory breakthrough designation.

ABUSineSS Acceleration Services : regulatory readiness coaching, targeted
matchmaking with investors and corporate partners

Acollaboration across EU instruments i such as with DG Rﬂ), DGI

SANTE, or IHN will be key to ensuring continuity and coherende-frém e i&tage

research to market access and patient benefit I I I54




BREAKTHROUGH INNOVATION PATHWAYS [

MDCG-NET - TF EISMEA Notified Body European Commission
Breakthrough MD Federica Zanca, Florian Heffeter, Nada Alkhayat,
Donal B O'Connor, Program Manager CEO QMDServices, Policy Officer Unit D3
Co~-Chair/Clinical Medical Austria (Online) Medical Devices
Manager HPRA, Ireland Imaging and Alin

Healthcare
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OCTOBER 15-16 | 2025
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MDCG Draft Guidance on breakthrough devices

Breakthrough criteria and evaluation considerations

NoBoCap Summit

Donal O6Connor , MD FEBS
Clinical Manager HPRA 16 October 2025
MDCG BtX TF co-chair



Br eakt hrough device <cr

Breakthrough Deviceo 1 f he foll owing criteria ar.
1 Novelty

1 Technology and/or application in clinical practice

and

{ Positive clinical impact on patient or public health, for a life -
threatening or irreversibly deblilitating disease or condition

 Compared to alternatives or fulfilling an unmet need

European
Commission




Justification of breakthrough device status

f Degree of novelty

1 Novelty with respect to technology
1 Novelty with respect to the clinical application

f Significant positive clinical impact on patient or public health

1 Clinical impact on individual patient or population level
1 Nature of disease or condition

M Alternatives and state of the art

European
Commission




MDCG Guidance breakthrough technology

A Clinical /Performance evaluation considerations

A Balance of Pre-market and Post-market Clinical (Performance) Data
collection

A Role of non-clinical data and pre-clinical evaluation

A
A

Pre-market Clinical

Post-Market Survell

nvestigations / Performance Studies
ance and PMCF/PMPF

European
Commission



MDCG Guidance breakthrough technology

Procedural considerations and supports

A EMA expert panels
A Designation
A Scientific advice for MFRs

A Support for NB in conformity assessment

A Notified body activities

A National competent authorities

A Signposting funding opportunities




Gul dance on orphan devi ce

Medical Devices

A P rO Ce d u ral CO n S i d e rati O n S Medical Device Coordination Group Document MDCG 2024-10

A Notified body activities and responsibilities
A Early structured dialogue
A Certificates with conditions

MDCG 2024-10

Clinical evaluation of orphan
A Involvement of EMA expert panels  edical devices

A Designation
A Scientific advice to manufacturers and notified bodies

June 2024

This document has been endorsed by the Medical Device Coordination Group

G EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

(MDCG) established by Article 103 of Regulation (EU) 2017/745. The MDCG is

Medicines ¥ Human regulatory ~ Veterinary regulatory ~ Committees ~ News & events ~ Partners & networks ~  About us ~ composed of representatives of all Member States and it is chaired by a representative

) ) ) of the European Commission.
Home > News > New pilot programme to support orphan medical devices .
The document is not a European Commission document and it cannot be regarded as
reflecting the official position of the European Commission. Any views expressed in

this document are not legally binding and only the Court of Justice of the European

NeW piIOt programme to Support Orphan Union can give binding interpretations of Union law.
medical devices

2 August 2024

Free advice and guidance available for manufacturers and notified bodies "
* *
% European

Commission
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Breakthrough pilot support mechanisms

Regulatory CICPS Structured

support applications Dialogue NB support

Pre-clinical .,-. . = o e
Testing x% Clinical Regulatory Submission & Certification

NBs provide

discussion

NCAs prioritise Support to NBs

N%Az_prct)vade clinical PRI el in the clinical
edicate investigations pre- assessment of

Sl;_ppor;toth and clinical rgul:_)tr_nlstglon,f BtMDs in line
confirme performance prioritisation o with MDR

designtations studies files, cost Article 106(11)
appropriatenes

s to SMEs.
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BREAKTHROUGH INNOVATION PATHWAYS [

MDCG - New Technologies Al LAB and Certification AILAB and Certification SME perspective
Mariana Madureira, Alexander von Janowski, Guillaume Bernard, Miguel Amador,
Co-Chair, INFARMED TEF-HEALTH / TUV-LAB Al LNE, Chief Innovation Officer
Portugal France Complear
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Competent Authority:

Dr. Matthias Neumann
MDCG NET and TF
Breakthrough b Federal
Ministry of Health, Germany

Notified Body:

Richard Holborow
Global Head of Clinical
Compliance b BSI
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Head of Committees CEO
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PAARA G

Framework for Structured Dialogue. W

VLegi sl ati vidhéh&tgsystem has to change to he
predictability for manufacturers.

VStructur edl TDa agrogwiede commentary on the manu
met hodol ogy but not to provide the met hodol

VTransparlempogrtance of 1 ndependence, | mparti a
conformity assessment body.

VPredi ctiaMainluiftayyt urers need conversations nee
before conformity assessment

VPati ent -lISmpfoerttyance of ensuring commitment fr
prevedNbitmdgi ed Boddy Shopping

Meeting date 70
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Council Directive 90/385/EE{Lgnd Council Directive 93/42/EEOnstitute the Union regulatory framework for medical b
devices, other than in vitro diagnostic medical devices. However, a fundamental revision of those Directives is needed to

establish aobust, transparent,prediCtab|eand sustainable regulatory framework for medical deviceshich ensures a
high level of safety and healthhilst supporting innovation (Opening Statement)

STRUCTURED
DIALOGUE

Dt A ¥
 — %
=5 7
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; —~=s
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STRONG CLINICAL/ EXTENSIVE  KNOWLEDGE CLEAR, DIRECT
KNOWLEDGE TECHNICAL CONFORMITY OF CE COMMUNICATION
OF THE  EXPERIENCE ASSESSMENT MARKING
REGULATION WITH EXPERIENCE
PRODUCTS

Meeting date 71



NB STUCTURED DIALOGUE, SCIENTIFIC ADVICE

JOINT CONSULTATION AND CERTIFICATION WITH PROVISION

Competent Authority: Notified Body:

Dr. Matthias Neumann Richard Holborow
MDCG NET and TF Global Head of Clinical
Breakthrough b Federal Compliance b BSI

Ministry of Health, Germany

e 2

EMA

i—léad 6f .Canr_nittees
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ON THE ROAD TO QUALITY AND UNLOCKING MDR/IVDR
REGULATION FOR INNOVATION: COMMUNITY IN ACTION
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