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European Economic
and Social Committee

OPINION

European Economic and Social Commuttes
Medical devices/Eudamed
Proposal for a regulation of the European Parliament and of the Council amending
Begulations (EU} 2017745 and (EU) 2017/746 as regands a gradual roll-out of Eudamed
information obligation in case of mtermiption of supply and the ransitional provisions for
certain m vitro diagnostic medical devices
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Conchuzions and recommend ations

The European Economic and Social Commuttee (EESC) calls for the trapnsitional penods for
certzin ligh-nsk m witre diagnostic medical devices (TVDS) to be extendad. This 15 impeortant
because of the need to prevent shortages and maintam essential bealtheare services, particularly
in zreas such as blood or crgan donstions and hife-threatemnz infechous dizeases.

The EESC calls for 2 pragmatic, consistent framework to provide advance warming about supply
dismuphons and foster collaborafion among manufacharers, independent conformity assessment
bodies (“notified bodies™) and regulatory authenties; thas wall ensure a hugh level of tensparency
and preparedness across the EU

The EESC stresses the need to mmvolve healthcare professionals in reporting shortages, and calls
for a system that meludes reports from both manufactwers and healtheare professionals in order
to mmprove the timehness and accuwracy of shortzage nobfications.

The EESC 1= i favour of 2 gradual roll-out of the European datzbase on medical devices
(Endamed): thus will enhance transparency and momtoring and ensure that devices meet the
highest safety and efficacy standards without first watting for all modules to be completed.

The EESC emphasizes the need for comprehensme taming programmes for all stakeholders m
the medical devace sector, nclndmg “oam-the-trainer” progranames; thes will ensure wadespread
dizsemmation of regulatory and techmeal competencies.

The EESC lighhzhts the importance of SMEs 1n the medical device sector due to therr dymame
and adaptable nature, and ealls for support mecham=ms such as subsidies and somphfied
compliznee pathways to echance therr innovative capabiliies and competitive edge.

The EESC suggests that an EU-wade platform be set up to fambtate dialogue between
stakeholders, meludng SAMFE: healtheare professionals, manufachrers and regulatory bodies; this
will mzke 1t poszble to address challenges and share best prachices m medical device imovaton
and regulaton

The EESC ealls for ephanced support for and development of national agencies m charge of
medical devices; increased resources and capacity buldmg mmst be provided to ensure that these
agencies can effectively momtor and manape medical device megulatons wathin their
Junsdictons.

The EESC considers that 1t 15 crucal to mvolre el society orgemsations m the regulatory
process, partcularly those represenfing patients and relevant associzhons of manufactorers and
disimbutors; this will ensure comprehensive and patent-centne regulzhons.

The European Commission proposal

The EESC takes due note of the Furopean Commm=sion’s proposal to amend Repulations (EU)
20177745 apd (EUT) 2017/746 on medical devices and i vitro diagnostc medical devices (TVDs)
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Thes mitative 1= very mmportant as the medical device mdusty 15 undergoing sizmificant
transformanons, doven by technolomeal advances and the pressing need for enhanced pahent
safety and access to mmovatrve healtheare solnhons.

The proposal aims to address enfical challenges within the regulatory framework, ensuning that
medical devices and VD= available on the market mest the i ghest safety and efficacy standards.

The man objectives of the propesal are to:

- extend the transibonal peniod for certain IVDs to prevent shortages, parbcularly of lngh-nsk
IVDis eraeial for cammyving out tests m bleod or crgan donations, bleod grouping for transfusions
and hfe-threatening mfectious diseases;

- requre marmficturers to =mue advance nofice before disconbmungz the supply of enfical
medical devices and IWVDs to ensure that users and relevant authonties have the opportumty to
seek altermatives;

- enable 2 gradual roll-out of the electromic systems within Eudamed; thiz will enhance
transparency and meonitoring of devices on the EU mizrket without warhng for all szx Eudamed
modules to be completed.

Ceneral comments

As pointed out in previons opinions!, the FESC considers that health i= a primary concemn for
Ewropeans. Medical devices and IVDs play a cifical role in disease prevention, diagnosis and
treatment. and are essenhal for mamtzming bealth and 1mproving the quabity of hie of people
affected by illnesses and disabalibies.

The EESC points out that the sector 15 mmportant to the European scononry, due to 1t innovation
capacity and the creaton of lugh-skilled jobs. The lughest level of health protechon mmst be
ensured and due regard given to the sector’s ability to stimulate mnovation and economic growth

The EESC underscores the mmportance of enhancing safety and efficacy standards for medieal
devices and IVDs wathun the E1T. By calling for a robust regulatory framework, the Commuites
amms to ensure that all medical devices and IVD:s on the market meet ngorous safety protocols
and delver on their therapeufic promueses. The proposal’s emphasis on comprehensrre festmg,
evaluation and post-market swveilllance reflects this comumitment to pabent safety and product
effectiveness.

Eegulatory framework, market surveillance and economic impact

The EESC supports the strategmie extensions of and amendments to the transifional perieds for
medical devicss amd IVDe shpulated by the Euwropean Umson’s repulatory framework.

CIC 193 1882006, p. 14.
1o amead Fegalat 2017743 of the Pabizmsant and of the Council of 5 2

EESC o).
QI C I3 642000, p BS.
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4.6

4.7

Acknowledzing the essential tole played by these devices in en=ing the health and well-being
of Exrope’s people. the EESC emphaszizes the nead to ensure that measures are in place to prevent
potennal shortages of crumal medical and diagmoshe devices. This apphes parbieularly to high-
nizk devices used in entical healtheare applications such as blood and organ donation testing,
bleod srouping for transfosons and hife-threatening mfectious diseases.

The EESC recogmses the proposal’s potenfizal to dove mnovaiion mn the medical device industy
by establishing ngorous safety and efficacy standards which wall boost both consumer confidence
and competittvensss m the global market. It hughlights the crucial role of SMEs due to their agmhity
and adaptabihity wihich enables them swnfily to address potential shortages of medical devices and
IVDs. However, as SMEs can find 1t difficult to cope with stimgent requorements, the EESC ealls
for support mecham=ms such as subsidies and spmphfied comphance pathways. It also
recommends fostermg dialogne betwreen manufacturers, regulatory bodies and stakeholders m
order to zmooth the trznsthon to the pew repulatory famework, thereby enhancimg SHAEs
innovative capabilifies and competifive position

The EESC recogmses that Eudamed is instrumental in enhancing transparency, regulatory
overaght and market swverllance. It therefore calls for a proactive approach to deploving and
mandztng Fudamed’ s modules, ensuring that the database fully supperts the safety, efficacy and
momtoring of medical devices across the ETL

Recogmsing that there 15 shil no harmemsed approach to monitening supply disuptions, the
EESC supports the mtroduchon of obhigahons for manufacturers to proactrvely mform relevant
authortes, healthcare m=htubions and professionzls of any foreseeable supply nfermptions.
iven the devices” crucial role m essennial healtheare services and the fact that patient health 15
dependent on the availabulity of these devaces, thus mmhatine amms to enable tmely ombgating
achon and to factlitate the search for mutable alternatives.

The EESC 15 also 1 favour of an oblizahon to inform the regulator of potential shortages, with
thiz information bemg publicly disclosed to ensure market tansparency. Transparent informaton
on shortages must be provided to enzble all market participants, meludmg SAE= and healtheare
professionzals, to respond and adapt efficiently. This 15 especially mmportant for smaller markets
where the mpact of shortages can be more pronounced. and will foster 2 more resibient healtheare
system

The EESC suggests that reporing oblhigahions on shortages melude healtheare professionals and
not solely manufacturers. Reports from several sources can make notifving shorfages sipmficantly
mere effective. Engaging healthcare professionals in this reporting mechamism could greatly
improve the timeliness and accuracy of the information recerved. thereby enhancing the market's
abelity to respond swafily and effectovely to any supply 155ues.

The EESC encourages the European Commmszion and the Member States to foster cooperation
between mamufacturers, independent conformaty assessment bodies and regulatory authontes:
this wall make 1t possible to establish a pragmatc and consistent framsework for providing advance
waming, ensunng a lugh level of transparency and preparedness across the EU. Addihonally, 1t
emphasizes the mportance of supporing the development of nabonal apencies m charge of
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medical devices. This approach aims fo strengthen the overall bealtheare mfrastructure, exsunng
that local situations and needs are addressed properly and ahgrme healtheare mfrastructure with
EU-wnde standards of safety and efficacy.

The EESC lughhights the need for shategies enhanemg supply cham resihence and prevenfing
shortages that could impact patient care. By promoting equutable access and addressing econonuc
and logishieal challenges, the FESC suppaorts efforts to ensure that advances in medical technology
are acceszble to all patients, prespective of thewr geographical location or socio-econommic status.

The EESC recogmses the prvotal role of mmnovaton in advancing healtheare cutcomes through
medical devices. It supports the proposal’s emphasis on cresting a regulatory emviromment
conducive to innovaton while zlso enswrng safety and efficacy. The Commmuttes calls for a
framework that balances the need for mnovaton with the mperstive of pabent safety; this
framework should also fambtate the development of cuthng-edpe technologes that can address
unmef medical needs and mmprove quality of hife.

Stakeholder engagement and worlforce considerations

The EESC emphaszizes the cnfical meed for comprebensive traming programmes for all
stakeholders mvolved v the medical device sector, meluding SMEs, larper enterprises and
regulatory bodies. It wrges the Furopean Commmssion to mitiate and facilitate “train-the-frainer’
prograpmes fo ensure that essential resulatory and techmical competencies are adopted
throughout the mdusty. This mitiative1s seen as avital step n ensunng that all entihes, regardless
of size, are equally prepared and equpped to comply with the evolving regulatory requirements;
thiz wall keep up the E17s lugh standards of healtheare and patient safety.

The EESC emmphamizes the cntical importance of addressing the impact of regulatory changes on
workers and labour condifions within the medical device sector. It lughlights concens regardng
job secunty, the need for reskilling miven new technological and regulatory requiremsents and the
potential for mereased work-related stress. The EESC calls for proactive measures to ensure that
waorkers’ nghts and working condihions are not adversely affected.

With a wiew to mitigating these challenges, the EESC recommends engapmng m constuchve
dialogue with trade umons and worker representatives to develop traimng programmes, support
systems and transitonal measures that safepuard employment and promote a healthy work
emvironment. These efforts should equip workers with the skills needed to thive m a emdly
evolivng industry, ensunng that the transition to pew regulatory stzndards strengthens the
workforce and fosters positive labour relafions.

The EESC recogmises that healthcare professionals play a sgmficant role m the medical device
ecosystem, especially m lizht of the proposed regulatory changes. It understands= that these
professionals mmst stay abreast of the latest technological advances and regulatory standards 1
order to provide the best poszible care.

Furthenmore, as part of a broader, long-term shategy, the EESC stresses the nesd to estzblizh
uniform production condiions and consistent standards for manufachrers. This approach aims to
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6.1

keep EUJ producton vibrant and mamtaim market competitiveness. The Commmttee also points out
that standards set for the EU mmst be respected by third countnies and that laterzl agreements
st be aligned wath these standards This strategy 15 mtegral to enhancing the resibence of the
EUV's medical device sector, ensunng hugh levels of safety, efficacy and quality across the board.

The EESC lnghhzhi- the need for a supporhive emaremment that allows healtheare professionals
to voluce concerns and suggestons regarding medical device usage and safetv, and ensures that
thewr mvaluable fronthime msights are bt mio regulatory discussions and decision makmg.

The EESC attzches great importance to myvelving civil society organisations, particularty those
representing patients and relevant associafions of mamifacturers and distnbutors, in the regulatery
process for medical devices. These organisations must have a veice in shaping regulations that
have a direct mopact on patient care and safety. This inclusive approach will ensure that the
regulafions are comprehenzive and take into account the perspectrves of all stakeholders in the
medical device hifecyele, from production to patient use.

The Commuftee calls for greater transparency and inclusiveness, ensunng that patient
representatives are actively involved mn discussions on device safety, efficacy and accesaibility.
To facilitate thi=, the EESC reconmmends establishmg formal mechamisms for patient advocacy
groups; this will enable them to confribute to policy devel opment and review processes and ensure
that the patient perspective 15 consistently mtegrated mto decision making.

Quality assurance and patient safety

The EESC emphasizes the importance of ensunmg that the medical devices made available to EUT
patients are of the highest guality. To achieve this, the Commuittes 15 m favowur of remnforemg
desiznated EUV laboratones as they are vital for upholding stimgent EU standards of quality and
safety across medical products. This mitiative underscores the commutment fo maintainmg
excellence in the healtheare sector and safeguarding patient welfare.
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6.2 The EESC strongly endorses EUdHealth framework mitatives aiming to empower the EU to both
enhance the medical devices market and prevent the entry and cureulation of counterfert medical
products or those which do not meet EU standards. The Commuittes also ealls for achon to support
programmes making econonucally umatiractive medical devices and IVD:s accessible to
Europeans through tailored solutions. These efforts are crucial for addressing Furopeans needs
and ensuring fair access to hizh-guality hezltheare solufions.

Brussels, 20 March 2024

Olivier ROPEE
The president of the European Econonue and Social Commuttes
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