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Yrnioupyo Yyeiog

©EMA: CAD/CAM otnv odovtiatpuki). EfotoAr otripiéng tou ZupBouliou Evpwnaiwv Odovidtpwy

AgLoTe KUpLe Yroupysé,

O£lovTag va 060G EUXaPLOTAGOUE Bepud yia Ty napouocia oag v Napaockeur} 24 Maiou t.. ot évapén e
gapwng cuvédou tTwv Eupwrnaiwy OSovidtpwy mou npayparonowifnke otnv Abrva, emTpédte pog pe Ty
TAPOVON VOl OAG YVWOTONOLACOUHE éva {iTnpa tou £0ece o Mp6edpog tng EAANvikrig O8ovtiatpkrig Opocmnovsiag
(EOO) otnv OAopéAela katd Tt evapktiipla opkia Tou, ou ponyRinke g SikA¢ cac.

Adopun ywa ™ culftnon ftav n npdéodarn evnpépwon mou eixape wg Opoomnovdio and tnv Mepidépera ATTLKAG
via v avtidpaon tou IuMdyou OSoviotexvitwv ot duvototnTa KTAong kat Asttoupyiog odovtiatpikoy
ouotAuatog CAD/CAM ota oSovtiatpeia kabwe kow npookoppata otnv emdétnon cuvadéddwv pécw EIMA.
EkBéoape to Bépa otnv Eupwnaikf OAopéAeia oto maioo TNG SUTATNONG YLOL TOL LATPOTEXVOAOYLKA TIpOiOVTAL.

Erutpéte pag kiple Yroupyé va unevBupicoupe 6t N KATaoKeur] 0B0OVIOMPOCOETIKWY £pyaciiv and tov
oSovriatpo yia Aoyaplacud twv acBeviv tou Sev anotesi apavoun Aoknon o8ovVIoeTEXVIKOU gnayyeAparog,
oudénote katapyrBnke n piOuion tou GpBpou 9 tou N. 1666/1986 mou pntd ekXwWpPoLoE Tn SuvatdTnTa Ko To
Swaiwpa auté otoug oSovtidtpous Kat npopavwg Oxt ue tn Srdtagn tou dpbpou 122 tou N. 5034/2023 rou
puBilel Ta emayyeApotikd Sikaubpata Twv O5OVTOTEXVITWV - OXL TWV 08OVTIATPWY Kat T vOLLUn AgToupyia Twv
050oVIOTEXVITWY EpyacTnpiwy.

Ta napakeipeva BonBntkd oSovtiatpkd cuotipata CAD/CAM (chairside systems) -mou ovopdotnkav £tou
akplBwe yioti avartuxBnkav kat e€ghixtnkay anéd 080VTLATPOUG Kupiwg os cuvepyacia pe pNXavikoUe pe okomd
TNV QNOKATACTACH 080VTLATPKWY TTPoPANpdTWY o pia povo odovtiatpikl cuveSpia- mapéxouv olokAnpwpévn
Pndrakn epyaciakr po, Eekvwvrac and éva bnrako anotinwua, pe th xprion evoc 3D obovtiatpkov oxediou
software kat karaAfyoviag pe tnv Tporonoinon &evog palitkd mapaydpevou TpoiovTog (odovtiatpikou
Blokepapuko-Bromolupepoic kiBou), pe T Xprion piag napakeipevng otnv £8pa EKTOPVEUTIKAG HOVASag, 1 EVoc
3D extunwtr, MPOKEWWEVOLU TO MPOIdV autd va TPOCAPUOOTEL OTIG EEATOMKEUPEVEG LBLaUTEPES AVAYKEC TOU
aoBevoug ipotou Tebet o€ Xprion, wg uépoc ™G Sladikaociog te OepameuTikeg QIOKOTAOTOONG.

Mo v anoduyn tng dmorag napesiynonc i napavonong nou a wtopoUoe va odnyroeL oe eodorpévn epunveia
kat anokAelopd, evbexdpeva, Twv EAAfVwv pévo obovtidtpwy and éva Swkaiwpa mou dAot avefaipétwe ot
eupwnaiol cuvadeddoi toug éxouv kot aokouv, o Mpo6edpog tou TupPoulriou Eupwmnaiwv OSovtidtpwy kat
Npoedpog tng Aavelkng OBoVTIATPLKAC Ouoorovbiag, Dr. Freddie Sloth-Lisbjerg, éhape ™v fpwrofouiia, ya




EAAHNIKH CAONTIATPIKH OMOSMONAIA

Aovapiacpéd tng Olopédelog, va ansuBuvBel os godc TPOCWTILKA, EUXAPLOTWVIAS 0OG Yyl ThV evliadépouca
napéppacr oag, ko va oag ekBEoel TV ndyla B£on tou kKAGSOU yia to avadaipeto Sikaiwpa tou odovridtpou
va éXeL oTov e§OMALG RO TOU Kat va KAVEL Xprion Tou ouctripatoc CAD/CAM yla Toug Stkoug Tou acdeveis.

Onwg eni Aégel PeBariivel oTo ypappa IO ameubUveL o €006 pocwTLkd: «H xprian tou CAD/CAM napapévet
éva kplowo uépog e Sepancutikic Siadikaoiac, rtou kadopifetat kat napakodovPeital ané tov odovtiaTpo, we
ETUKEPAALIG TNG obovTiaTpiki¢ oudbdac kat we unetSuvo enayyeApatia vyeiag yia tov acOeviy. lNa to Adyo auvtd
givai ETUTaKTIKNG onuaciog va Staeopalicoupe 6Tt oL oSovtiatpol Statnpoulv o avapaipeto Sikaiwua v KATEYOUV
kot va kavouv xprion tou cuotrjuaros CAD/CAM yua T0UG SIKOUS TOUG Ao BEVEIC.

Kople Yroupyé,

Oewpolpe Sedopévo 611 evotepvileote andluta Ta QVWTEPW KOl OVOUEVOUME OMwG mpoPeite o kabe
anopaitnTn evépyeta pog k&Be epmAekdpevo dopéa yia Thv anokaTdotacn NG voudtnTag.

H EMnvw OSovuatpikry Opoonovsia kau epeic nmpoowrikd elpaote otn SuaBeor oag ywa omoadrmote
Sleukpivnon.

Me T,

Mnato Alou(nnKo ZupBouAto tnq

Zuvnupévo: (1)

KOINOMNOIHZH:
* Ydumnoupyo Yyeiag k. Mdpio OtepiotokAéoug
* Awevbuvon Npwtofaduiag Opovtidac Yyeiag, TuAua B’
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GED

Adonis Georgiadis
Minister for Health
Ministry of Health, Aristotelous 17, Athina 104 33, Greece

Brussels, 29 May 2024

Subject: Dentists’ right to own and use a CAD/CAM system

Dear Minister Georgiadis,

On behalf of the Council of European Dentists (CED), | am contacting you to express the dental profession’s
position on the undeniable right to own and use a CAD/CAM system for dentists, for their own patients’
treatment. The Council of European Dentists (CED) is a European not-for-profit association which represents
over 340,000 dentists across Europe. The association was established in 1961 and is now composed of 33
national dental associations from 31 European countries. We are deeply honoured to have the Hellenic Dental
Association (HDA) among our members, considering their crucial contributions, expertise and examples
helping shape the vision and priorities for the European dental profession.

At our latest General Meeting on 24-25 May 2024 in Athens, graciously hosted by the HDA, the delegates
benefited from your informative intervention and address. During the meeting, dentists across Europe also
had the chance to discuss the topic of medical devices. The discussion also touched on concerning information

on possible legislation that may impede the right of dentists to own and use a CAD/CAM system for their
patients at the Greek national level.

In light of this, | wish to highlight the CED’s existing 2018 Statement’ on the Medical Devices Regulation (M DR)
and the role and competences of dentists using chairside CAD/CAM systems: ‘Chairside dental CAD/CAM
systems are designed to provide a complete digital workflow,starting from a digital impression, with the use
of a 3D dental design software and ending with the modification of a mass-produced device (Dental ceramic-
resin block) with the use of a chairside mill or 3D printer, to adapt it to the specific needs of the patient before
its putting into service as part of the restoration treatment procedure. When using a CAD/CAM system a new
medical device is not actually "manufactured” or produced, but a mass-produced device (a Dental ceramic-
resin block), which was already available on the market, is modified by the dentist so that it is adapted to the
specific needs of individual patients. Consequently, dentists do not “market” devices, but “put them into
service”, and that is so irrespective of whether it is the dentist herself/himself who manufactures the device
(i.e. modifies the block to adapt it to the needs of a specific patient by using a CAD/CAM system) or if she/he
orders the manufacturing of the device to a dental technician/laboratory.’

Furthermore, as per our 2023 Statement on Dentistry and the Medical Devices Regulation (MDR)?, ‘regardless
of the type of treatment and the type of medical device involved, the dentist is responsible for determining the
cycle of care through diagnosis and treatment. As such, and including within the MDR stakeholder ‘chain’ they
will always bear the professional responsibility and obligations for the health, safety and wellbeing of their
patient’. Consequently, the use of CAD/CAM remains a crucial part of the treatment process, guided,
determined and followed up on by the dentist, as the leader of the dental team and as the responsible

1 CED Statement, Medical Devices Regulation and Chairside CAD/CAM procedures: right of dentists
not to be considered as manufacturers’, 2018, https://www.cedentists.eu/wp-
content/uploads/2023/09/CED-DOC-2018-074-FIN-E.pdf

2 CED Statement, Dentistry and the Medical Devices Regulation, https://www.cedentists.eu/wp-
content/uploads/2023/11/CED-DOC-2023-024-E-FIN.pdf
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healthcare professional for the patient. It is therefore imperative to ensure that dentists maintain their
undeniable right to own and use a CAD/CAM system for their patients.

We thank you for considering the opinion of the dental profession at the EU level on this important matter,
and would like to once again express our gratitude for your address and participation at the CED General
Meeting in Athens. We hope you will consider our arguments and remain at your disposal for any additional
information you may require.

Yours sincerely,

e Y
Dr Freddie Sloth-Lisbjerg
CED President
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