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OEMA: Erudotnon obovridtpwy péow EXMA yua ayopd cuotrpatoc CAD/CAM

A§LOTIUE KUpLE YIIOUPYE,

Erutpédte pog pe v napovca va Bécoupe unoyn oag tnv and 29-5-2024 emiotodr oTAPENG Tou ZupBouliov
Eupwnaiwv OSoviidrpwy nou aneuBivetal otov YToupyo Yyeiag k. ASwvi Mlewpytddn kot adopd tnv KaToxn Ko xprion
Tou ouotipotog CAD/CAM amd toug oSovildtpouc yia Toug 61koUG Toug aoBeveic. Onwe Ba Slamotwoste to TEO
Katnyopnpatika Staknpvooet 6L «H xprion tou CAD/CAM napapeveL va kpiowo uépog tne Sepancutikic Siadikaoiac,
rtou kadopiletat kat mapakoAouvSeital aré Tov obovriatpo, we enikepariic e oSovriatpikig ouddac kat we Ve Suvo
enayyeAuatio vysiag yio tov aodevi. MNa to Adyo auTo eivar emtaktikric onuacioc va olaopaldioouue 6t oL oSovtiatpot

Satnpouv to avagaipeto Sikaiwua va KQTEYOUV KalL va KAVouv xprion Tou cuatrpatoc CAD/CAM yLa toug Sikou g tou¢
aodeveic».

Kupie Yroupyé,

Oewpolpe Sedopévo 6Tt evotepvileote andluta Ta QVWTEPW EMLOTNHOVIKG SeSopéva kan {nTope va apOel kaBe
evbexdpevn audiBolia kotd v emddnon ouvadéddwv odoviidrpwy péow EXMA.

Oa Atav onUavTKy KAt ENOLKOSOUNTIKT pia ouvavnon padi cag ko eipacte otn Suabeon oag yla onowadhnote
Bleukpivnon-evnpépwon oxeTikd pe to {Ntnua auto.

Zuvnppéva: (2)

KOINONOIHZH:
Erutedikn) Aopn EXMA Yroupyeiou Yysiag
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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, I wish to highlight the CED’s existing 2018 Statement! on the Medical Devices Regulation (MDR)
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

' 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,

Quag,
Dr Freddie Sloth-Lisbjerg
CED President

CED
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Yroupyd Yyeiag

GEMA: CAD/CAM otnyv oSovaarpixi. Emotols otipigng Tou TupBouliov Evpwraiwv Odovudrrpuwyv

Afidtiue kUpie Yroupyé,

Béhovrag va oag euxapiotiooups Bepud yie tnv napousia cag v Nopaokeur} 24 Maiov t.e. omv ¢vapén e
eapwvrig cuvédou twv Eupwnaiwv 08o

VILGTpwy ou mpayparonouifnke amv ABrva, emutpéidre pag pe v
napolca va oo ywstonowicou e éva Utnparou £6ece o NpdeSpog tng EAnvirlg OSovaiarepuxrig Opoomnovdlac :
(EOO) otnv OlopéAea karé v evapxuripia opdiia Tou, Iou RponyiOnKe ThC oSG oag.

Adopp ywx th ouliftnon iftav n RPGOGaTN EVIIEPWON TIOY EIXAUE WG Opoornovsla and tnv Mepidépeto Attikic
yia mv avtiSpaon tou ZuAéyou Obovrotexvitdv otn Suvarétnra xuiong iar Aswroupyiag oSovriatpikod:
ouotijpatog CAD/CAM ota obovtiorpeior k@b ko Tpookdupara otnv embdtnon ouvadiipuwy uécw EXNAY
ExBécape 10 Oépa oty Evpwnatkr) OAouéheix oto mhaiowo NG CUTATNONG VI TO LATPOTEXVOAOYIKG TTpOidVTL A

Emwtpédre pag kipie Yroupyé va unevBupicoupe 6w n Kowaokeun oSovionpooBeTkiv epyaciiv and tov?
obovriarpo yia Aoyapiaousd twv aceviv Tou 8ev anotelel napdvoun Goknon odovroteyvikot smwéhp,atqq,j"
oudénote karapyOnke n pUOLON Tou dpBpou 9 Tou N. 1666/1986 rou PN EKXWPOUOE T SuvaTSTNTOL KaL 10,
Swaiwpa avté otoug odovtdpoug kan rpodavig 6XL pe tn Sudragn tou &pBpou 122 tou N. 5034/2023 nou
puBuileL Ta enayyekpatcd Swanbpara wwv oBovroteyvitdv - 6 Twv oSovudrpwy kat th vopuun Aetoupyla Twv -
odoviotexvitiv epyactnpiwv.

Ta napakeipeva BonBntikd oSovriarpud suotipara CAD/CAM (chairside systems) -rou ovoudotnKay &roL
akpBwg yuarl avarcyBnkav kat egeAixtnkav omé oSovridrpou kuplwg oe cuvepyaoia pe pnyavikods pe oKond;
TNV QROKATaoTacn odovriatpikmy npoPAnudtwy ot pia pévo odovtuatpwi} cuvebpia- napéyouv oAckAnpwyévn,,
Yndraxi epyaciaxn po, §exvavTac and éva PYndraké anordnwpa, pe m xpion €v66 3D oSovruarpkol oxesion.

software kot katahiyoviag pe tnv Tporonoinon &vég palikd mapaydpevou npoidvrog (oSovtiarpikoy:
Bmxepapmoﬁ-ﬂtonokuuepoﬂq kOBou),

He TN Xprion puag napaxeipevng oty £5pa exropveuTwkiiq povasag, f evée.
3D extnwt, npokeytvou to npoidv autd va npocapuootet ot efavopkeuptves Wiaitepeg QVAYKES TOU::
aocOevouic tpotou tebel oe Xprion, we pépog tne Suadkaolag tng Bepaneuvtikic arokardoTaocnc.

Ma v anoduyd tng énoag napeiiynons i napavénonc nov Oa wropoloe va oSnyrioet oe eopaipévn eppnveia;

KaL anokAeoud, evBexdpeva, Twv EMivwv pévo oSovadnpuv and éva Swaiwpa nou Aot ave§aipEtwg ‘ot
gupwnaiot cuvadeidol toug €XoUV Kai aokobv,

0 Mpdedpog tov ZupBouliov Evpwralwy Obovuidtpwy kou
Npdedpog tne Aavelng Obovrrarpuiic Ouoonovsiag, Dr. Freddie Sloth-Lisbjerg, éAae tnv npwroPoulia, yua
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Aoyapuaoys g OlopgAelas, va coteuBuvBet OE E04G MPOOWRIKG,
napépPact oag, ki va oag exBéoet Ty réyia 6£on tov kKAGSou yia
va £x61 oTov e§OMAIONS TOU Kat va KGver XPNon vou cuctiparog CA|

Onuwg eni Aé€er Bepanivel oto YPGuua nou ansubivel oe €666 npocwrikd: «H xprion Tou CAD/CAM napauévet
éva kpiowo uépoc ¢ Veparevticric Stadikasicg, rtou kadopiferar kot napaxorouBeirar ard rov odovriatpo, we
emkepalrc e oSovuiarpuric ouddas ko w¢ vnsyBuvo enayyeAuarla vyeiag yia tov aoBevi). Nna to Adyo autd
elvou erurarixiig onpaoiog va Swxogaricoups ¢

/ T oL odovriatpot Siatnpoiiv vo avapalpero Sikalwua va karéyouv
Kat va kdvouy Xprjon tou ouotrpavoc CAD/CAM Vi rouc Swodc Touc aodeveicy.

EUXaPLOTMVTAs oag yia thy evdladépousa
vo avadaipeto Sikainwpa Tou oSovadrpou
D/CAM yrax Toug Sikoig Tov aoBevels.

Kdpie Ynoupyé,

@ewpolue Sebopévo bl evatepvileote andlvra o QUWTEPW KO OVOUEVOURE OMWG npofelte o kaOe
anapaitntn evépyeia npog k&e epmiexéuevo bopéa yia v amo

KaTdoTaon g vopuudmra.
‘H EMnvikfy OSovtiorpikry Opoomovsia xat el npocwnuka eipacte ot 81iBeo} oag yia onowasrinote
Sigukpivnon.
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QF EURGPEAN Adonis Georgiadis

5ENI‘STS 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 (MDR)
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 @ 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 MIDR stakeholder ‘chain’ they

will always bear the professional responsibility and obligations for the health, safety and wellbein
patient’. Consequently,

determined and follow

g of their
the use of CAD/CAM remains a crucial part of the treatment process, guide_‘d,;’

ed up on by the dentist, as the leader of the dental team and as the responsil__:\lé

1 CED Statement, Medical Devices Regulation and Chairside CAD/CAM procedures: right of dentists

not to be considered as manufacturers’, 201 8, httes://ww.cedentists eu/wp-
content/uploads/2023/09/CED-DOC-201 8-074-FIN-E.odf

2 CED Statement, Dentistry and the Medical Devices Regulation, hitps://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,

Yo
Dr Freddie Sloth-Lisbjerg
CED President

CED
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