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OEMA: Mpotdoes g EAANvikig O8ovtiatpikig Opoomovdiag oXeTIKA WE TNV €Qapuoyr| Tov
Kavoviopob yia ta latpotexvoAoywd Mpoidvra (MDR) ev et tou ZupBouiiov tng EPSCO

A&0TIpE KOpLe YTToupyE,

H EAAnvikj O8ovtiatpikp Opuocmovsia/EOO kat to ZuufovAio twv Evpwraiwy OSovtidtpwv
(Council of European Dentists/CED') -tou omoiov ipaote TAkTIKG péAog, e TOV Kabnynti x.
lwdvvn T{obtla mpoopdtwg exAeypévo otn O£on tou Tapia tov CED- pe YVHUOVA TO CUUPEPOV
Twv acBevidv pag, Sakatexépacte amd To cuvaicOnua Tng €UV oe 6Tt agopd TN
npocfaciuétnta o LPnAoL EMNESOV UTNPEGIEG 0SOVTIATPIKIIG VYEIOVOMIKYG nep@aAPng Me
ouvaiobnon g evdYVNG pag avtris, Ba BfAaps va cag EKPPAGOVNE THY avnouyia pag oxeTikd ue
Ta TPEXOVTA {nTijuata mov dnrrovan Tng £appoyis Tov Kavoviouod yi ta letpoteyvoioyina
Npoidvta ((MDR), EU 2017/745) kai, katé ouvémeia, T ueAdoviikn SwBeoudtnTa
LaTPOTEXVOAOYIKWY TtPOidvTwy LYPnArg onuaciag oe 6,TL agopd Ty doxnon g odovTiatpixng.
Oa B£hape va Bcoupe UTOYPN Gag TOUG TIPOPBANUATIGUOVC HAC EV OPEL TNG GUUUETOYHG O GTNY
EMKElpEV Guvdvtnon Ttou ZvpPouvAiov g EPSCO (Employment, Social Policy, Health and
Consumer Affairs) otiq 9 Aekepfpiov 2022 oTig BpuEéAisc.

Zag aneuBvoupe TV emoToA autr ek uépoug TG EAANVIKAC Odovtiatpkrig Opoomovdiag, ov
EKTLPOCWTLEL TO GUVOAD TWV OSOVTLATPWY TG XWPAS HAG, CXETIKA HE TNV gpappoyr Tov MDR. To
Bépa autd amotédece avtikeluevo oulfTnong otnv npéopatn OlopéAsia touv CED otic 18
Noguppiov Tov 2022 wov katéAnge otnv vloBETNoN TN Atofpulne Touv CED yl Tnv E@apuoyr tou
Kavoviouod yix ta latpotexvodoyd Mpoidvra (CED Statement on the Implementation on the

! To CED givou pia Eupwraikr pn KUBepvNTIKA opydvwon o ekmpoownel navw and 340.000
obovtldTpous ava Ty Eupwrn péow 33 £BVIKGHV 080VTLATPIKOV OMOOTIOVSLWV KOL EVWOEWY O 31
XWpes. EykaBidpiBnke to 1961 ue okomd va ywwpoSotel otnv Evpwnaikh Erctport) (Commission) o
Béuara nou adopouvv to odovtiatpikd endyyehpa. To CED sival Kotoaxwpnpévo oto Transparency
Register ue apBpo ID (tawtomnoinonc) 4885579968-84.
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Medical Devices Regulation), n omofa emiong, emouvdnterat otnv mapodoa. H EM\’qVLKr’]
O8ovtiaTpikr; Opoomovdia (EOO) evBuypapulduevn pe tn wg dvw Atakrpuén tou CED, Oa 1BeAe
va urmoypaupioel TRV avnouxia tng oSovTATPKIG KOWGTNTAG TNG XWPAS MHag Kau va oag
YVWOTOTOL|OEL TIG TPOTACEL [ag £V SPEL TNG CURHETOXNG 0AG WG EKTPOCWTTOV TN E?\l)\a5aq,oro
emikeipevo ZupPovAo tng EPSCO ot 9 AekepPplov 2022, oTo omolo avapevetal emiong, Ot n
Evpwmaikr Emtpornr] 8a mpofel oe avagopd yia To oxdoy kabeotwg ota Kpdtn MEAN avapopikd
ue Tov MDR.

Kbple Youpys,

Zag ntpotpémovpe £vOsppa va AdBete undn cag Ti§ Ofoelg TOoL TTPOBAAAOULE WG EMAYYEARATIEG
™G uysiag Kot TTov amOPAEMOUV TPOG TO CUUWEPOV TNG ACPAAEIAG TwV ACOEVWY Kal TNng
OTOUATIKIG LYEiaG CUVOAIKA TwV EvpwTaiwy TToAITWY.

Baoel Twv datdEewv mov mpofAéneL n e@appoyr Tou MDR, dAa ta LlaTPOTEXVOAOYIKA TtpoidvTa
TLOU KUKAOQOPOUY 0NV ayopd, TpENeL va emavariotornotnfoly to apydtepo pexpL To Mdio Tou
2024. Xwplg emavarniotonoinon, ta TtpoteXvoAoykd Tpoidvta (oupmepAapfavopévwy Kat Twv
EVPEWS XPNOoLoTooUeEVWY amodedelypéva ac@ady), evBéxetal va punv tomofetnBovv atnv
ayopd HETA TV eKTvor] autrg Tng Sloplag. Qotdoo, uéxpt ofjuepa, Hévo To 15% mepimtov and ta
umtdpxovta avtd mpoidvta éxouv petagepBel oto véo clotnua. Asdopévou bt n Sadikaocia
miotonoinong dapkel katd mpoogyyion 18 wives, kabiotatal mpowavég 4Tt MOAAG amd ta
umtdpyovta poidvta evBéxeTal va pr KukAogoprjiocouv TAéov oTnv ayopd and to Mdio Tou 2024
UTtS TIG UPLOTAREVEG OUVONKEG. Auté  opeldetal eEdAAou kat ota cuvex{Sueva TpoPAfuata
eNdpKELAG Kat SuvaToTiTwy Ttou e£akoAovBovv va avTIeTWT{OuY Ol KOLYOTIOUEVOL 0PYaVIGHOL
(Notified Bodies) mou aoxoAoUvTat LE Ti§ TOTOMOOEL.

Ta odovtiatpkd LaTPOTEXVOAOYIKA TtPoidvTa Ba TAnyouv emtiong, Kabw¢ cUU@WvVa He EPELVES
amd TNy odovTiatpikn Popnxavia, TovAdxioTov yia Tig tBUWTIKEG ETAIPE(ES, TOGOOTS LeEYAAUTEPO
TOU 35% TOU GUVOAIKOU (ACHATOC 08ovTiaTpkwy TTpoidvtwy, elvar miBavd va arooupBel and tnv
ayopd. Auté agopd WBLaUTEPwS WKPEG Kal peoales eTaipe(e (cupmepiiapBavopévay kelvwy ya
T 08OVTIOTPIKA LATPOTEXVOAOYIKA TPOISVTA), AGyw TG LPNAAG SonTIKAS EMPBAPLVOTC KL TWV
damavdy tng motomoinong. Tétoieg cofapég Suoleitoupyies otov epodiacud, Oa £xouv
avtiktumo 1600 GToug 0SovTIATPOUG 600 Kat GTOUG AGOEVELS, auéowg Kot eVOEwC, odnywvtag eni
napadeiypaty, oe kaBuotepriosig Ospameiv.

Elvay, e€dAA0v, onpavtiké va onpewdel 6t autd ta TpoBAjuata Sev CUVTPEXOUY ATOKOUUEVQ
Kkat ave§aptnta and dAAeg mapapétpous, Smwg SnAadr, and TNV onueptvri vepyelakr| Kplon kat
TG emipoveq TANBWPIOTIKEG TAOEl;, odnydvtag £€tol, ot wav avinon Tov KGoTOoug TS
vyelovopikiq tepiBalyne. EldkSTepa, 0TV EpimT®won NG 080vVTIATPIKTC, AUTS onpaivel Gvodo
Twv damavdv yla Toug 08ovtiatpous Kat Ty odovtiatpikf doknon kat £v TéAeL avEnuévo KGGToC
yia Ti; Beparneies, Ta 050vTIATPIKA TPOIGVTA Kt UAKE. O CUVSLAGHEE AUTWY TWY TAPAYSVTWY UE
NV TPOPAENSOUEVN AVENAPKELD LATPOTEXVOAOYIKWDY TIPOIGVTWV KAl TI§ GUVERAYOUEVES THOAVES
kaBuotepriosi Twy Bepanewdy Ba vtovopusicouv cofapd TNV GTOMATIKY Vysia TwV acOevidy ot
OASkAnpn v Kowotik emkpdteia. Ot cuvémeleq tétowwv Kabuotepioewy Sev Ba sivau
BpaxumpéOeopec: n oTouatki vyeia Ba cuveyicst va mAfTTETAL 08 BABOG XPGVOL KAt yior TTOAAG
Xpévia kau 1 avékapri Tng Oa anartijost Tepdotia TpocTadela. Auté lvat éva oSuvnpd nddnua
Tov Ttpape ridn pa opd katd tn Sidpketa Tng Tavdnuiag COVID-19 dTav ToAAEC 05OVTIATPIKES
Oeparneleq empeme va avaPanBodv péxpt veotépag. Eivar kpiowng onuacioc va ATTOWYUYOULE
mapouoleg kataotdoe rtdon Ouoila, eldikd edv avaAoylotovpe 6tt o Kavoviouds MDR, wg
o0AANYn, anockomoloe akpPids oTo va anotedel éva epyaleio yia t PeAtiwon kat v evioyuon
™G aopdaAelag Twv acbevdyv otny EE.

KataArjyovtag, Kopie Ymoupyé, Ba ©OéAape va Bfcoupe umdn cag T TPOTAGE TOU
odovTiatpikod kKAGdou yla o goBapd autd TpdPAnua:
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H dadikacia twy dlatumwoswy ya To Sloplopd twv Kowomomuévwy Opyaviopdy Ba
TIPETEL AUETA VO ETOTIEVOTEL SPACTIKE, TPOKEWEVOU va UTtdpEet onuavtikh ad&non tov
apLOpol Twv eYKEKPLHEVWV Kowvorompévay Opyavioudy.

Oa mpémeL va AngpBolv pétpa wote va Slatnpnlolv wg eykekpyléva Ta umdpxovta
Tpoidvta otnv ayopd - wg ek tovtou Bo OéAape va {NTACOUME Trv eméKTAON TNG
EYKUPOTNTAG TWY TOTOTOUjoEwY UNS TOv  TPonyolpuevo  Kavovioud  Twv
latpotexvoroyikdy Mpoidvtwy (MDD 93/42/ EEC) povipwg kat dvev Teploplopdy.

Ot petaPatkeg mepiodot wou tpoodlopilovtal otov MDR (Art. 120 (2) MDR) emidAAetat va
vioBetnBovv, emextelivovtag teg TOLAGXIOTOV HéXPL TNV 271 Maiou Tou 2026, drwc slvar
avaykalo kal il emEkTao g eKKaBapLoTKYG Tepld8ou uTd To ApBpo 120(4) Tou MDR,
TOVAAYIOTOV UEXPL TNV 271 Malov 2027.

EveArtiotoipe STt Ba peAeTrioeTe TI AITOAOYNEVES TTPOTATELS Hag, 6TL Ba GG QPAVOLY XPHOLUES
Kat 8Tt Ba TIG CUUEPLOTE(TE, £V et pdAoTa Tou ZupBovAiov Tng EPSCO, oTic 9 AgkepPplov 2022.
ZuvoyiCovtag, Ba OéAaue va umoypappioovpe yia pio axéun @opd tv adrpren avdaykn yla
enelyovoes S10pBdoEl TNV Epappoyf Tou KaBeaTWTOC oV TPoPAémeL 0 MDR. H TapAAsnpn
dpaong Ba onudvel Ty EMOQPAAELA TNG LEAAOVTIKAG EYKEKPLUEVNC, OOKIUAGUEYNG KAl EAEYUEVNG
080vTIATPIKTG LYELOVORIKNG TtEPBAAPNS TwV aoBevdY o€ 0ASKANEN TNV Evpdmn.

Zag evxaplotovpe Beppd yia Ty mpoooxy oag, eATti{oupe ot oTHPEN Twy Oécewy pag amé tnv
TAEUPA 0ag  Kat Tapauévoupe otn S1aBeor| oag yla omowadhmote mepaltépw oudniTnon Kat
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INTRODUCTION

The Council of European Dentists (CED) is a European not-for-profit association which
represents over 340,000 dental practitioners across Europe through 33 national dental
associations and chambers in 31 European countries. Established in 1961 to advise the
European Commission on matters relating to the dental profession, the CED key objectives
are to promote high standards of oral healthcare and dentistry and effective patient-safety
centred professional practice.

MEDICAL DEVICES REGULATION — CED CONCERNS

The Medical Devices Regulation (MDR) 2017/745 is an essential piece of legislation for
ensuring high-quality health care, and a cornerstone of patient safety across Europe that is
applicable in all EU Member States from 26 May 2021. The MDR was initiated, among other
things, with the aim of improving patient safety throughout the EU. The CED supports
improvements of the system imposed by the new regulation but also expresses its deep
concerns in relation to the implementation of the MDR.

As part of the implementation of the new MDR regulations, all medical devices on the market
must be re-certified by May 2024 at the latest. Without this re-certification, medical devices,

even if they are safe and proven medical devices, may not be placed on the market after that
date.

Until today, only about 15% of these existing products have been transferred to the new
system. The reason for the slow implementation is the glaring lack of Notified Bodies
responsible for certification. As the certification process takes around 18 months, it is already
clear that a large number of existing products may no longer be placed on the market under
the current conditions from May 2024.

In addition, it should not be disregarded that there are a large number of small and medium-
sized companies, especially in the dental industry, which are no longer able to cope with the
massively increased requirements. An immensely increased effort due to high bureaucratic
burdens and the increase of costs for certification by about three times lead to the effect that
these companies renounce the further production of certain products or product groups and
accordingly withdraw them from the market. According to surveys from the dental industry, at
least for individual companies, up to 35% of the dental product range could be withdrawn from
the market. There are therefore serious indications from the industry that the effects will not
remain without consequences for the dental market.

In this respect, there is no question that from May 2024 - unless the legislator makes urgently
needed corrections - the supply situation with dental medical products will be jeopardized and
patients will no longer be able to receive dental care in the tried and tested form.

COBALT - CED CONCERNS

Cobalt (metal / CAS No. 7440-48-4) has been classified as a "Carcinogenic 1B, Mutagenic 2,
Toxic to Reproduction 1B" substance by Delegated Regulation (EU) 2020/217 of October 4,
2019, with an entry in "Table 3: List of harmonised classification and labelling of hazardous
substances” in Part 3 of Annex VI of Regulation (EC) No. 1272/2008. This classification came
into force on October 1, 2021.This is based on the report of the Committee on Risk
Assessment (RAC) adopted on September 22, 2017. The experts proposed the classification
of cobalt as carcinogenic, category 1B, based on two inhalation carcinogenicity studies, which
are available for the substance, one in rats and one in mice. Due to co-exposure to other
carcinogens, epidemiological studies in humans were not considered to provide sufficient
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evidence for the carcinogenicity of cobalt in humans. The experts also considered that the
criteria for specification of the route of exposure were not met, and cobalt is classified as a
category 1B carcinogen without specification of the route of exposure.

Dental alloy manufacturers within the Association of the German Dental Industry (VDDI) and
other scientific studies have concluded that cobalt-based alloys are a valuable and currently
irreplaceable treatment modality in dentistry. Furthermore, the amounts of cobalt released
from these alloys are very low and therefore acceptable and harmless in relation to the
tolerated daily amounts. The use of cobalt-containing alloys is today an indispensable element
for dentists to provide patients with quality dental prostheses. Cobalt-based alloys have high
mechanical strength and corrosion resistance and are technically irreplaceable for the specific

indications mentioned above. In addition, due to their low cost, it facilitates access to dental
prosthetic care for many people.

STATEMENTS

The CED therefore calls on the European Commission and competent national ministries of

health to advocate for pragmatic measures to ensure the future treatment of patients in the
EU with medical devices:

e The process of designation procedures of Notified Bodies must be significantly

accelerated in the short term in order to significantly increase the number of approved
Notified Bodies.

¢ For proven existing products that have been on the market for many years without
any risks or incidents, it is necessary to adopt a pragmatic approach to the
requirements for clinical data. Many of these clinical data are often not even available,
and corresponding studies are often not even feasible. The high number of certificates
expiring in 2023/2024 makes it impossible under the current circumstances to transfer
these products completely and in time to the MDR. In this respect, measures must
be taken to keep these products on the market. This can be achieved by extending
the term of the directive certificates. For products that have been on the market for
years without any complaints and are thus considered safe and reliable, the
certificates should be valid permanently and without restriction, including those based

on cobalt, until equivalent therapeutic alternatives (mechanical properties at similar
cost) are found.

* Another possibility would be to adapt the transition periods specified in the MDR
(Art. 120 (2) MDR), which would have to be extended until at least 27" May 2026.
Accordingly, this would also have to be followed by an extension of the sell-off
period under Art. 120(4) MDR until at least 27" May 2027.
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Adopted at the CED General Meeting on 18 November 2022




