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OEMA: Emidotnon odovtidtpwy péow EXNA yia ayopd cuotipatog CAD/CAM

A&L0TIuE KUpLE YITOUpYE,

Euxopevol kdBe emituyia ota véa cag kaBrkovta,

Erutpedte pag pe tnv napoloa va Bécoups umdyn cag tnv amd 29-5-2024 emotolf oTAPENC Tou
ZupBouliou Eupwnaiwv OSovtidtpwy n onoia aneubivetal otov Yroupyd Yyeiog K. ASwvt Mewpytddn Kot
adopd oTnv Katoyii KAt Xprion Tou cuotiiparoc CAD/CAM and Toug 050VTLATPOUC yia TouC SKoUC TOUC
aogBeveic, TV onoia cag emiguvantouus cuvnupéva.

Onwg Ba Slamiotwoete 10 ZupBolAio Eupwrnaiwyv OSOVILATPWY KATNYOPNHATIKA Sdlaknpuoaoel otL «H

Xprion tou CAD/CAM rnapapéver éva kpioo uépog te Sepaneutikic Stadikaociac, nou kaGopiletan ko
napakodouveitar and tov obovtiatpo, w¢ emkeaArc TG 0SovTIOTPIKC opddac kot we unelduvo
enayyeAuatia vyeiog yua tov aodevi. Mo to Adyo auté eivar emtakTikig onuaociac va Stacpalicouue 6t ot
obovriatpot Siatnpouv to avapaipsto SikaiwUA VA KATEXOUV Kal va KAVOUV XpP1on Tou CUCTHUATOC
CAD/CAM yia Toug tkou¢ Tou¢ aoeveic».
Kat v kGpLe Yioupyé oe GAov Tov IOALTLOPEVO Kat TEPONYUEVO KOGHO KAl TPodavidC oe OAn tnv Evpwnn oL
obovtiatpol enevbiouv oe cuotripata CAD/CAM mpokeévou va avtarnokpivovral, pe ta mhéov alyxpova
TEXVOAOYLKG LECA KAl OTO UIKPOTEPO SUVATO XPOVO OTLG BEPAMEUTIKEG OVAYKES TWV SKWV TOUC aoBev@mvY, otn
Xwpa pag Suotuxwg kat tétolo Sev eivar auvtovénto: H Opoocmovsia pHag yivetal 8£ktng OAo kot
MEPLOCOTEPWY avadopwy -KatayyeAV odovTidtpwy twv onolwv kabuotepei n embétnon péow EIMA
ggautiag «mapavonone» we mpog to Sikatolxo ayopd evog TéTolou cuothuatoc CAD-CAM, eve av&avovtat
KQL TOL EPLOTATIKA OUVAGEADWY TIOU «eEAEyXOVTOLY aTtd TIG «apROBLES apXEQ» yia 8rBev rapdvopn Ae LTOUpVLOL
obovtotexvikoU epyaoctnpiou ota odovtiatpeia Touc.

Kupte Yiioupyé,

Oewpolpe ebopuévo 6Tt eVOTEPVIlEOTE AMOAUTA TO AVWTEPW ETILOTNHOVIKE dedopéva kal {ntovpe va
nipoPeite oe kGOe evépyela Tnv omoia kpivete anapaitnTn npokeévou va apBel kdde evdexopevn apdiBolia
katd thv emdotnon cuvasiddwy odovtidtpwy péow ESMA.




EAAHNIKH OAONTIATPIKH OMOZMNONAIA

Oa ATav ONUAVTIKY Kot EMOKOSOUNTIKA Ui cuvavtnon pali oac kot elpoote otn Sudbeon oag ywa
onotadnmnote Sleukpivnon-evnuépwon OXETIKA pE TO {TNHA QUTO.
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DENTESIS 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
fts 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 responsiblg

' 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, htips://www.cedentists.eu/wp-
content/uploads/2023/11/CED-DOC-2023-024-E-FIN.pdf
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CED

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,

Yrag,
Dr Freddie Sloth-Lisbjerg
CED President

CED
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BOEMA: CAD/CAM oty oBovtiatpwy. Ertiotohs otipifng Tou TupBouliov Evpwraiwy Obovudtpwv

AfdTe kOpie Yroupyé,

©élovrag va oog euxapiotijooups Bspud e Ty napoucia cag v Napaockevr 24 Maitov t.c. omv évapén g
eapvii¢ cuvéSou twv Eupwnaiwy O8ovuidrpwy xou npaypatonouiBnke omv ABfva, emtpéire HAG HE TRV
napoloa va gog yvwotonowcou pe éva Iitnpa nou £8so0e o Npéedpog g EAAnvucig 080
(EOO) otnv OAoptAei katd my evapkripia opla tou, rtou nponyriBnke tng Sikfg oac.

Adopyi via t ouZfitnon firav n npéodern evnpdpw
via mv aviiSpaon tou ZuAAéyou OSovroteyvitiv

VTLOTPLKEG Opoonov&dg} F

“ROU ovopdotnkav £tor -

atd odovtidrpoug kuplwe oe ouvepyaoia pe pnyavikolc pe OKOMO; |,
UV QIOKATAOTAGT 060VTIaTpIKG { napexouv ohokAnpwyévn , !
Yndiaxi epyaciaxi po, §Ex He TN Xprion evég 3D oSovriatpixod oxeblou .
software kat KatoAfyovrag pe v Tpononoinon evé¢ pafkd ROpaySpevou mPoidviog {obovtiatpikoy:
Bmxspapmoé—ﬂmnoxuuepoﬁq kOBou), pe ) xprion wag rapakeipevng otny £5pa extopveLTIKIC uovédac, f evoe.

Nna v anoduyn me énowag napegiiynong A rapavénone rov Oa UropoloEe va obnyfioel oe eodadyudvn eppnvela
Kat anokAElOUd, evBexdueva, twv EAvav pdvo odovudtpuv and éva Swaimpa nou dAot avefaipérwg or
gupwrnaiot ouvadeAdol TOUg £XOUV KaL acKobv, o fpbedpog Tou YupBouliou Evpwnalwv OSovudrepwv kat
Npdedpog e AavéQng OSovruarpixiic Ouoonovsiag, Dr. Freddie Sloth-Lisbjerg, éAape v Rpwrofoudia, ywx
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Aoyaplacps ™ Olopéhewac, var coteuBuvBel oe £04G NPOCWAIKG,
napépfacii cag, kar va oag exBioeL v naywx 8éon tov kA&Sou yia
va £X6L oToV EEORALOHS TOU Ko va KGVEL Xpiion tou cvoniparog

Onuwg eni Aé€er Bepondiver oto VPappa nou aeuBivEL O £6AC npocwiukd: «H yprion rou CAD/CAM roapauéve
éva xpiowo pépog e Veparevtuciic Stndikaoiag, rou kadopiferar kat napaxodoudsitar anéd tov odovtlatpo, we
EmKEQaANC ¢ oSovionpuiic ouddac xat wg vnievBuvo enayyeAparia vyeiac via tov aolevi}. Nna 10 Adyo autd
elvay emrakTikiic onpasiac va Swxopadiooups

ot o obovriarpot Statnpodv o avagalpeto dikalwua va karéxouy
KQL VoL KGvouy Xprion tou cuatriuaroc CAD/CAM yia Tou¢ Swous Toue aoSeveics.

EUXAPIOTAVTAS oag Via Thv evbadépouda
o avadaipero Sikaiwja Tou oSovadrpou
CAD/CAM yrax oug Sikoi Tou aadevels.

KOpie Yrioupyé,

Gewpovpe SeSopévo ot evotepvilegre andluta e avwripw kat avauévoupe O6nws mpoPelie o kdbe
anapain evépysia npog k4Oe elrAekdpevo dopéa yia THV QTToKaTdoTaoT TG vopupdmrac.

'H EMnvikiy OSovriocpiky Opoomovdia kan EuEiS mpoowmKka €

ipacte ot SL6Beck ocag yia onowadiinote
Sieukpivnon.
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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), 1 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 patientsf
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 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 o 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, hitps://www. cedentists euiwp-
content/uploads/2023/08/CED-DOC-201 8-074-FIN-E.pdf

2 CED Statement, Dentistry and the Medical Devices Regulation, hitos://www.cedentists eu/w
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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