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Subject: Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND

OF THE COUNCIL amending Regulations (EU) 2017/745 and (EU)
2017/746 as regards a gradual roll-out of Eudamed, information
obligation in case of interruption of supply and the transitional provisions
for certain in vitro diagnostic medical devices

- Opinion of the European Economic and Social Committee

Delegations will find attached the opinion adopted by the European Economic and Social
Committee on the above-mentioned proposal. Other language versions, if needed, will soon be

available on the following website: https://dmsearch.eesc.europa.eu/search/opinion .
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Concluzions and recommendations

The European Ecopomic and Soctal Commuttee (EESC) calls for the transibonal penods for
certain lgh-nsk in vitro diagnestic medical devices (VD) to be extended. This is important
because of the need to prevent shortages and maimtam essential healtheare services, particularly
in areas such as blood or organ donations and hife-threaterang infachous diseases.

The EESC calls for 2 pragmatic, consistent framework to prowvide advance waming sbout supply
dizmuptions and foster collaboration among manufacturers, mmdependent conformuty assessoeent
bodies (‘notified bodies") and repulatory authortes; thas wall ensure a hagh level of trensparency
and preparedness across the ELT.

The EESC stresses the need to mrvolve healtheare professionals in reporting shortages, and calls
for a system that mcludes reports from both manufacturers and healtheare professionals in order
to mprove the fimeliness and acewracy of shortage nohficanons.

The EESC 15 m favour of 2 gradual roll-out of the European datzbaze on medical devices
(Endamed): this will enhance transparency and momtonng and ensure that devices meet the
highest safetv and efficacy standards without first waihing for all medules to be completed.

The EESC emphasises the need for comprehensie traming programmes for all stakeholders
the medical device sector, ncluding “tram-the-trainer’ programomes; this will ensure widespread
dizsermmation of regulatory and techmeal competencies.

The EESC huighhzghts the mmportance of SMEs 1n the medical device sector due fo ther dynarme
and adaptzble nature, apd calls for support mecham=ms such as subsidies and smmphfied
comphiznee pathwayvs to enhance thewr mnovative capabiliies and competitive edge.

The EESC suggests that an EU-wade platform be set up to faclitate dialogne between
stakeholders, meludimg SAE:, healtheare professionals, manufacturers and regulatory bodies; this
will mazke 1t posable to address challenges and share best practices m medical device mnovation
and regulation.

The EESC calls for ephanced support for and development of pational agencies m charge of
medical devices; increased resources and capacity bunlding mst be provided to ensure that these
agencies can effectively momtor and manage medical device megulations within thewr
Jansdictions.

The EESC considers that if 1= crucal to mvolve civil society crgamsations mn the regulatory
process, partcularly those representing patients and relevant aszocizhons of manufacturers and
dizmbutors; this will ensure comprehensive and patient-centne regulzhons.

The European Commizsion propoesal

The EESC takes due note of the Furopean Commussion’s proposal to amend Begnlations (ELT}
2017/745 and (EU) 201 7/746 on medical devices and o vitro diagnostic medical devices (TWVDk).

INT/1060 — EESC-2024-00746-00-00-AC-TRA (EN) 1'6

8102/24

KDB/ar
LIFE.5

EN



ra
(%]

il

33

41

Thes mutiative 15 very important as the medical device mdushy 13 wndergoing sizmficant
transformations, dnven by technologieal advances and the pressing meed for enhanced patent
safety and access to mmovatrve healtheare soluhions.

The proposzal aims to address enfical challenges within the regulatory framework, ensuning that
medical devices and IWDs avalzble on the market meet the hghest safetv and efficacy standards.

The main objectives of the proposal are to:

- extend the transihonal period for certain TWVDs to prevent shortages, parbcularly of lngh-nsk
WD erueial for camying out tests m blood or organ donations, blood grouping for transfusions
and hife-threatening mfectious dizeases;

- require mammifacturers to 155ue advance nofice before discontimmung the supply of enfical
medical devices and IVDs to ensure that nsers and relevant authonties have the opportumty to
seek alternatives;

- enable a2 gradual roll-out of the electrome systems within Fudamed; thes wall enhance
transparency and monttoring of devices on the EU market without wartng for all szx Eudamed
modules to be completed.

Ceneral commments

As pointed out in previons opmions!, the EESC considers that health is a primary concern for
Europeans. Medical devices and TWDs play a cnifical role i disease preventon, diagnosis and
treatment, and are essenhal for mamfaiming health and mmproving the quahty of hie of people
affected by illpesses and disabilifies.

The EESC poants ouf that the sector 15 nnportant to the Furopean econonyy, due to 1t innevaton
capacity and the creation of high-skilled jobs. The lnghest level of health protection moust be
ensured and due regard miven to the sector’s ability to simulate moovation and economic growth

The EESC underscores the importance of enhancing safety and efficacy standards for medical
devices and IVD's wathin the EUJ. By calling for a robust regulatory framewcdk, the Commuttes
aims to ensure that all medical devices and [VD: on the market mest ngorous safety protocols
and delver on their therapente promuses. The proposal’s emphasis on comprehensme tesing,
evaluation and post-market swrveillance reflects this commitment to patient safety and product
effectivenass.

Regulatory framework, market surveillance and economic impact

The EESC supports the stategic extensions of and amendments to the transibonal penods for
medical devices and IVDE shpulated by the Buropean Union's repulatory framework.

OIC 195, 1882004, p. 14.

2017745 of the Parfiamsent and of the Councd of 5 Aprl 2017 on medical devices
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Adknowledzing the essential role played by these devices in ensuring the health and well-being
of Exrope’s people, the EESC emphasizes the need to ensure that measures are in place to prevent
potennizl shortages of crumal medical and diagnoshe devices. This applies parbicularly to high-
nzk devices used i cntical healthcare applicafions such as blood and organ donation testing,
bleod mrouping for transfusions and hife-threatening mfectious diseases.

The EESC recogmses the proposal’s potenfial to dmve mnovation 1 the medical device industry
by establishimp ngorous safety and efficacy standards which wnll boost both consumer confidence
and compehtrvensss m the global market. It nghhghts the crueial role of SBEs due to their agmlity
and adaptability which enables them swafily to address potential shoartages of medical devices and
IVDs. However, as SMEs can find 1t difficult to cope with stnngent requirements, the EESC calls
for support mechamsms such as subsidies and smmphfied compliance pathways. It also
recommends fostermg dialogne betwesn manufactorers, regulatory bodies and stakeholders
order to smooth the fansibon to the pew regulatory famework, thereby enhancimg SMEs’
mnovative capabilifies and competifive posihon

The EESC recogmses that Eudamed is instumental mm enhanemg transparency, regulatory
oversight and market swrveillance. It therefore calls for a proactive approach to deploving and
mandating Eudamed’s modules, ensuring that the database fully supports the safety, efficacy and
momtonng of medical devices across the ETL

Eecogmsing that there is shill ne harmeomsed approach to momitonng supply disuptions, the
EESC supports the introduction of obligations for manufacturers to proactrvely mform relevant
authonties, bealthcare mshtufions and professionals of any foresesable supply mfermuphons.
Grven the devices” crucial role m essenfizl healtheare services and the fact that patient health 15
dependent on the avalability of these devices, this muhatrre amms to enable tumely putizatng
action and to facilitate the search for swtable alternatives.

The EESC 15 alse m favowr of an oblization to inform the regulator of potential shortages, with
thiz mformaton bemg pubhely disclosed to ensure market tensparency. Transparent informaton
on shortages must be provided to enable all market participants, meludmg SME: and healtheare
professionzals, to respond and adapt efficiently. This 15 especially mnportant for zmaller markets
where the impact of shortages can be more pronounced, and will foster a more resihent bealtheare
system

The EESC suggests that reporting obligahons on shortages melude healtheare professionals and
not solely manufacturers. Reports from several sources can make notifing shortages sipmficantly
more effechive. Engamng healthcare professionals m this reporing mechamsm could greatly
improve the timelimess and accuracy of the iInformation recerved, thereby enhancing the market's
abulity to respond swifily and effectvely to any supply 1ssues.

The EESC encourages the European Commuszion znd the Member States to foster cooperation
between mamufacturers, independent conformmty asseszment bodies and regulatory authorhes:
thiz wall mazke it possible to establizh a pragmatc and consistent framsework for providing advance
warnng, ensiring a high level of transparency and preparedness across the EU. Additionally, it
emphasises the importance of supporting the development of national agencies m charge of
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medical devices. This approach aims to strengthen the overall healtheare infrastructure, ensunng
that local sifuations and needs are addressed properly and ahgrimg healtheare mfrastuctore with
EU-wnde standards of safety and efficacy.

The EESC lughhights the need for shratemes enhaneing supply chain resilience and preventing
shortages that could impact patient care. By promofng equitable access and addressing economc
and logishieal challenges, the EESC supports efforts to ensure that advances in medical technology
are accessible to all patents, nrespective of thewr geographical locafion or soclo-sconommie status.

The EESC recogmises the pivotal role of innovation in advancing hezltheare outcomes through
medical devices. It supports the proposal’s emphasis on cresting a regulatory emiromment
conducive to mnovaton while alse ensunng safety and efficacy. The Commmttee calls for a
framework that balances the need for mnovation with the mperative of pahent safetv; this
framework should also fambtate the development of cuthng-edze technolomes that can address
unmet medical needs and mmprove quality of hfe.

Stakeholder engagement and worlforce considerations

The EESC emphazizes the emfical need for comprebensive traming programmes for all
stzkeholders imvolved in the medical device sector, meluding SMEs, larger enterprises and
regulatory bodies. It wrges the Eurepean Commussion to mitiate and famlitate “train-the-framer’
programmes to ensure that essential regulatory and techmical competencies are adopted
throughout the mdustry. This mitiative 1s seen as a vital step m ensunng that all entihes, regardless
of size, are aqually prepared and equpped to comply with the evolving regulatory requirements;
thiz wall keep up the EU's lugh standards of healthcare and patient safety.

The EESC emphasizes the crtical mmportance of addressing the mmpact of regulatory changes on
waorkers and labour condiiions withm the medical device sector. It lnghhghts concerms wegardms
job secunty, the need for reskilling miven new technological and regulatory requirements, and the
potential for mereased work-related stress. The EESC calls for proactrve measures to ensure that
workers” nghts and working condibions are not adversely affected.

With a wiew to muhgating these challenges, the EESC recommend: engagmg m constuctve
dialopue with trade unions and worker representatives to develop taining programmes, support
svstems and transihonal measures that safepuard emplovment and promote a bealthy work
emviromment. These afforts should equip workers with the sklls needed fo thrive m a remdly
evolving industry, enswnng that the tansiton to pew regulatory standards stremgthens the
waorkforce and fosters positive labour relafions.

The EESC recogmizes that healtheare professionals play a sipmficant role m the medical device
ecosystem, especially m light of the proposed megulatory changes. It understands that these
professiomals st stay abreast of the latest technolomeal advances and regulatory standards o
order to provide the best poszible care.

Furthermore, as part of a broader, long-term strategy, the EESC stresses the peed to establizh
uniform production condifions and consistent standards for mamufaetrers. This approach ames to
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keep EU production vibrant and mamtain market compehtiveness. The Commuttes also points out
that standards set for the EUJ mmst be respected by third countries and that bilateral agreements
st be alizned wath these standards. This strategzy 15 infegrzl to enhancing the resilience of the
EUV's medical device sector, epsunng lugh levels of safety, efficacy and quality across the board.

The EESC highlights the need for a supportive emiromment that allows healtheare professionals
to volce concerns and suggestons regarding medical deviee usage and safety, and ensures that
thewr invaluable frontline msights are bkt info regulatory discussions and decision makimg.

The EESC attaches great importance to mvelving civil socety orgamsations, particulardy those
representing patients and relevant associations of manufacturers and distnbutors, in the regulatory
process for medical devices. These organisations must have a voice in shaping regulations that
have a direct impact on patient care and safety. This inclusive approach will ensure that the
regulations are comprehensive and take into account the perspectves of all stakeholders in the
medical device hifecyele, from production to patient use.

The Commuttee calls for greater transparency and inclusiveness, ensunng that patient
representatives are actively mvolved m discussions on device safety, efficacy and accesaibality.
To facilitate this, the EESC recommends establizhing formal mechamsms for patient advocacy
groups; this will enable them to confribute to policy development and review processes and ensure
that the patient perspective 15 consistently mtegrated mto decision making.

Quality aszurance and patient safety

The EESC emphasizes the importance of ensunng that the medical devices made available to EU
patients are of the highest quality. Teo achieve this, the Commuttes 15 in favowr of remforcms
designated EU laboratones as they are vital for upholding strmgent EU standards of quality and
safety across medical products. This mutiatrve underscores the computment to maintainmg
excellence in the healtheare sector and safeguarding panent welfare,
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6.2  The EESC strongly endorses EUJ4Health framework mitiatives aiming to empower the EU to both
enhance the medical devices market and prevent the entry and circulation of counterfeit medical
products or those which do not meet EU standard=. The Commuttes also calls for action to support
programmes makmg econonucally unattrachve medical devices and IVD: aceessible to
Ewropeans through tailored solutions. These efforts are crucial for addressing Furopeans needs
and enswnng fair access to ngh-guality healtheare solutions.

Brussels, 20 March 2024.

Olivier ROPEE
The president of the Furopean Economic and Secial Commmttes
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