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AHAQ2H - DISCLAIMER

O1 atroyelg TTou Ba ekppacToUV O€ AUTN TNV TTapouaiaaon €ival
QTTOKAEIOTIKA TOU OMIANTNA KAl OEV EKTTPOCWTTOUV OUTE OEOUEUOUV O€

Kauia TrepiTrTwon TNV EupwTtraikr) ETmTpoTrh.

The views expressed during this presentation are purely those of the
speaker and may not in any circumstances be regarded as stating

an official position of the European Commission.



NMEPIEXOMENO - MOPEIA THZ NMAPOYZIAZHZ

0 H avaBewpnon tou vouoBeTikoU TTAaigiou yia Ta /11
O Néeg evdiapépouaeg dIaTALeIC aTnV KAIVIKNA €pguva ue I/T1

O H kevrpik eupwTraikn d1adIKACia CUVTOVIOPEVNG ACIOAGYNONG YIa TNV
ad€1000TNON TWV TTOAUKEVTPIKWY KAIVIKWYV EPEUVWV

O O dITTAGG pOAOG TWV OUAdWYV EUTTEIPOYVWHOVWY (expert panels):
- n diladikacia diafouAeuonc yia TNV KAIvIKr agloAoynon (CECP) kai
- ol ad-hoc yvwpuodoTroEIg

U H mpéokAnon evdiapEpovtog NG E.E. yia TOUG EUTTEIPOYVWHOVEGS (experts)



2YNOWH THZ ANAOGEQPH2HZ TOY NOMOOETIKOY MNAAIZIOY INA TA
IATPOTEXONOAOTIIKA NMPOIONTA

» Directive 93/42/EEC on medical devices
» Directive 90/385/EEC on active implantable medical devices

4

EU Regulation 2017/745 on medical devices

(Evapén mAnpoug spapuoyng. 26.5.2020)

» Directive 98/79/EC on in vitro diagnostic medical devices

<

EU Regulation 2017/746 on in vitro diagnostic medical
devices

(Evapén mAnpouc epapuoyng: 26.5.2022)



H MOPEIA ANAOGEQPHZHZ TOY NOMOOETIKOY
MAAIZIOY I'IA TA 1M

EupwTtraik6g Kavoviouog 2017/745 yia ta 10TpOTEXVOAOYIKA TTPOiovVTa

5 Atrpidiou 2017  WnRoeion Tou Kavoviouou yia ta I/ (MDR)
5 Mdiou 2017 Anpoaicuon Tou Kavoviopou otnyv etrionun Eenuepida 1ng E.E

O Kavoviopog TiBeTal o€ 10U Kal eQappoletal TTapAAANAQ hE TV TPEXOUOA

26 Maiou 2017 Odnyia MDD 93/42/EEC pe pyetaBatiki TEPi0d0 3 ETWV

‘Evap¢n tn¢ dladikaciag emmavopiouoUu Twv EupwTtraikwy Kolvotroinuévwy

AskelBPIOG 2017 g ) e v (NB) UTr6 Tov véo Kavovioud 2017/745 amié v E.E (DG SANTE)

25 Maiou 2020  TEAOG PETABATIKAG TTEPIOOOU KAl UTTOXPEWTIKA EQapuoyr Tou Kavoviouou
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0 H avaBewpnon tou vouoBeTikoU TTAaigiou yia Ta /11
0 Néeg evdilagpépouoeg diatageis otnv KAIvikn €épguva ue I/

O H kevrpik eupwTraikn d1adIKACia CUVTOVIOPEVNG ACIOAGYNONG YIa TNV
ad€1000TNON TWV TTOAUKEVTPIKWY KAIVIKWYV EPEUVWV

O O dITTAGG pOAOG TWV OUAdWYV EUTTEIPOYVWHOVWY (expert panels):
- n diladikacia diafouAeuonc yia TNV KAIvIKr agloAoynon (CECP) kai
- ol ad-hoc yvwpuodoTroEIg

U H mpéokAnon evdiapEpovtog NG E.E. yia TOUG EUTTEIPOYVWHOVEGS (experts)



KANONIZMOZ 2017/745 (MDR)
NEEZ ENAIAGEPOYZEZ AIATAZEIZ I'lA THN KAINIKH EPEYNA

AvAykn guBuypAuuIonNg TWV KAVOVWYV YIA TIG KAIVIKEC €PEUVEC UE KABIEPWUEVEC DIEBVEIC
KateuBuvtApleC ypapuéc oTTwe N OpBR KAivik Mpaktik (ISO 14155) kai n 1TAéov
TTpdopartn ékdoon TG Alakpuéng Tou EAcivki

Ymoxpéwon Twv MS va emIBewpolVv Ta EPEUVNTIKA KEVTPA AVAQPOPIKA PE TNV KAAR
dlECAYWY TWV KAIVIKWV EPEUVWV

20QeEiC avaPopéc oe ouoiwdn Ofépara & O1adIKACIEG KAIVIKWV EPEUVWYV TI.X.
ouyKataBeon acBevwy, TTPOOTACIA EUAAWTWY OPAdWY, dIadIKATia ATTONHIWaNG, KATT

KevTpikf) eupwtraikl d1adiKaocia cuvtoviIouévnNG agloAdynong yia tnv adeiodotnon
TWV TTOAUKEVTPIKWY KAIVIKWV €peuvwyv atmmd ta MS pe 1n PorBeia Koivou nAEKTPOVIKOU
ouoTApatog (EUDAMED I11) yepIKWG avolKTO 0TO KOIVO KOl DIABECIUO O€ OAEC TIC YAWOOEG
G E.E.

Aiadikacia diafouAsuong yia Tnv KAIVIKR agioAdynon opiopévwy /T katnyopiag Il
kKal llb (CECP - Clinical evaluation consultation procedure)

O1 opadeg gutrEIpOyVWHOVWY (expert panels) pe kevipikd poAo T16oo oTn dladikaoia
dlaBouAeuong (CECP) 6o0 kai otnv TTapoxr ad-hoc emoTnuovikwy, TEXVIKWY Kal KAIVIKWV
yVwuwV (opinion) kail cupBouAwy (advice) otoug kataokeuaaoTéG, Toug NB, CA, kai COM



KANONIZMOZ 2017/745 (MDR)
NEEZ ENAIAGEPOYZEZ AIATAZEIZ I'lA THN KAINIKH EPEYNA

INTERNATIONAL ISO
STANDARD 14155 INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE (ICH)

Second edition

2011-02-01

ICH HARMONISED GUIDELINE

Clinical investigation of medical devices

for human subjects — Good clinical INTEGRATED ADDENDUM TO ICH E6(R1):
practice GUIDELINE FOR GOOD CLINICAL PRACTICE
inique des dispositifc médi pour sujets humains — E6(R2)

Bonnes pratigues cliniques

Current Step 4 version
dated 9 November 2016

nce nul
1SO 14155:2011(E)

IS0 2011
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NEEZ ENAIAGEPOYZEZ AIATAZEIZ I'lA THN KAINIKH EPEYNA

Erionu E@nucpiSa ¢ Eupuraixijc Eveonc L1171 27.5.2014

(Noyodenxéc mpakec)

KANONIZMOI

KANONIIMOE (EE) 2017/745 TOY EYPQMAIKOY KOINOBOYAIOY KAI TOY EYMBOYAIOY
™ 5n¢ Anpihiov 2017
yia Ta aTpoTEVOAOYIKa MPoioVT, yia Ty Tpomnonoinen ¢ odnyiac 2001/83/EK, Tov kavoviopod (EK)

aptd. 178/2002 kat Tou xavoviopou (EK) apid. 1223/2009 kai yia Ty xaTapynen Tev odnyidv Tou
ZupPouliov 90/ 3854L0l\ Kat 93/42/EOK

(Keipsvo ov napoveralsr sviiagipov yua Tov EOX)

TO EYPQIAIKO KOINOBOYAIO KAl TO EYMBOYAIO THE EYPQMAIKHE ENQEHE,

Exovrac umdyn T Ivwdixn yia T Acroupyia ¢ Eupuwraikic Eveoric xar wbiwc To apdpo 114 xar to apdpo 168
Tapaypapoc 4 oToiycio y).

"Exovrac undyn v npotaon ¢ Evpunaikig Emtpomc.

BiB,
prpaor)

Katomv Tou oyzdiou mpakne ota cdvika xovofovhia,

‘Exovrac undyn T yvépn me Eupunaixic O i xai K fic Empomic (7).

Agov Ifmeav m yvapn ¢ Emtporic Tev Mepipeperay,
Anogaoilovras oUppuva e T owid vopodenxi Siadacia (3,
ExTipévrac Ta axdlovda:

(1) H oSnyia 90/385/EOK tou ZupBouliou () xa: 1 obnyia 93[42[EOK Tov Iupfoukiov () ov To
mAaiowo ¢ EVWOTC Yia Ta :aTPOTEXVOAOYIKA TPOIOVTa, £KTOS TWV in vitro SIayVwOTIKGY 1ATPOTEXVOAOYIKEY TOIVIWLY.
Qotooo, ypnalerar ma x fadpuv avadedpron Tev o Aoye obnywv pc oxomé T 6muopo«wq voc avdexTikol,
Sagavoue, npoﬁ\z\p\pw xa: Bedoyiou xavoviomxold mAaiciou yi Ta impotsyvoloyikd mpoidvra, To omoio va
ciaopakile: uynho cinclo acpahaiac ka1 vysiac xau Xpova va ur lpite v 5

(2) O mapév & iva Aozt TV opehn \:\Toupym me :owrzp'xq( ayopag 6oov agopa Ta 1aTpoTe-
xXvoloyia rpmo\—.a ixovtac we Baon u\quo emineSo mpooTaciac T¢ vysiac Twy GOIoGV XAl TV xpnetéyv xa:
Muﬁm-m-(u( uméwn Tc pKpEc Kar proaisc cryrponic mov SpacmpionolobvTal otov KAGE0 auté. Tautoxpéves. o
mapav xavoviepoc Pétal vwrp\u npduna rmmmc xai aopalaiac yia a mrperttxvo)\oy\xa -poxwm pc oxomé TV
QVTLCTEMON KoWdY aviouxy doov u(popa TV copadna Twv Tpoidviwy avtav. Kai o §bo otéyor embuixovrai
mvwxpwmc xa: ouvbiovral GpprjxTa BETaky Toue, tvi Kavivac and touc Svo Sev sivan unodetotepog Tou aAlou. ‘Ocov
agopa 7o apdpo 114 me Zudiine yia 7 Aazovpyia me Fupwraikic Evwonc (ZAEE), o mapay kavoviopds avapuovila:
ToUC Kavdver mou oxbou oTV cvwowaki] ayopd yia m Jéon oz xuxhopopia kau T o oc yphen Twv w@TpoTEXVE-
Aoyav mpoidvIeV XaL TeV tiapTRATEY TOUS, CTTPEROVTIAc Touc £ro1 va crwechndolv axd Tv apy ¢ chcldeprc

2).

1') [vumn'nrl “4nec @cPpouapiov 2013 (EEC 133 mc 9.5.2013, 6. 52!
(5] eauq ToU I;upnmmxou KonoBou\aw ¢ 2ac Axpehiou 2014 J‘%
'nc Mapriou 2017 (Sev & axopn Snuocicws oy Exiongn Egny
(&) Oér[ym 90/ ‘»SSyI:Ok oy Vug[&ou)aou e ’On:cxbmwv 1990 VIQ TV TPOsEyYHeT) Tuv »Opoa:mwv Tew KpaTdy wEhGV OYETKA £ Ta SVEpYE
QupuTclona savpuca Pondiuata (EE L 189 mc 20.7.1990, .
) Oor[ymﬂ’-t‘\lol.thupﬁou)uw me L4ne louviov \991 _pmu\ 1aTPOTERIONOYIK!

oTy hmqpn zpiba) kar don Tou EupPoul

iovrey (EEL 169 12.7.1993, 0. 1).

EU REGULATION 2017/745
(Medical Devices)

KANONIEMOI

KANONIEMOE (EE) apid. 536/2014 TOY EYPOMATKOY KOINOBOYAIOY KAl TOY TYMBOYAIOY
¢ 16n¢ Anpikiov 2014

yia Tic khivikic Soxiyic papuaxey mou mpoopilovral yia Tov évdpeno xmi yia TV KaTapynon TG
o8nyiac 2001/20/EK

{Keiyevo nov napovadils: sviiagépov yua Tov EOX)

TO EYPQIAIKO KOINOBOYAIO KAI TO EYMBOYAIO THE EYPQITAIKHE ENQEIHE,

Exovzag urown T Ivdixn yia ) Acrrovpyia mc Eupumaixic Evwonc, xar 1Siws ta apdpa 114 ka1 168 napaypagoc 4 otor-
xo ).

‘Exovtac umdyn Ty npdtacn e Fupuraixtg Errcporc,

Mera ™) Safifaon Tou oyediou vopodemxi mpakne ota cvika xonvofoukia,

‘Exovtac undyn T yweun Ty Eupendixic O pkic xax K fic Emvtporic ('),
Agol {moav T yvéun ¢ Errtpomic Tuv Mepipepaiiov,

Anogaocilovrag oUpgwva pe T ouviidn vopodenx ia (),

Exapdévtac ta axohovda:

1) Ze pa o] Soxd) Ta Sxaudpata, 1 copalaia, 7 afionpénzia xau 1) ulwia Twv oupuctexdviy Ja mpénal va mpoota-
webovral kal Ta otoryria mou mpoxirTouy va dvar afomota ka Eykupa. Ta oupedpovta Tww ouppsTexdviwy da mpdna
TEVTOTE Va UTEPIoXDOUY OAwV Ty alhwv.

(2) Ia va civer Suvatoc o avebapmyroc Ehryxos TG THPAOTC Twv &v Aoye apyev, e xAnixr) Soxp mpéna va unokera
TIPOTYOUREVC OF EyKprom.

(3) O umépywv opropdc Tr|< KAnviiic Sokpilc, omwe mepiEyeTal oy obnyia 2001/20/EK Tou Evpuraikol Kowofouliou xa:
Tou Zupﬂw)\wu (). 9a wpéra va cnoouq)qum Tia Tov oKomd auTd, N Vol TG KAMKAG Soxuiic Ja mpéna v
opuotei B\'ﬂk?lﬁ«( pe Ty :xou\um mag :vmm:pr]c fwolac, me AVIKC pt.\:r]c- ¢ omoiac 1) x}\qu Soxuyn
arotehei xamyopia nou Ja mpéna va opiote pe faon abwa xprmipia. H mpootyyion avmy \nuﬁtnn unoyn g Sidveic
xatevduvTipeee ypappss K Svar OUpQMT] e TO TEpL pappaxey Sixaio ¢ Evwons nov Bacilstar om Swakpion perali
«xAvixfic Soxprjes xan «pn napepfatikic pAmce.

(4)  H obnyia 2001/20/EK &t oxomd v amhol gvion) Twv Sy afcwv mou Smrw» Ti¢ KAviKEg
Soxipgc omy ‘Evwon. Qotéoo, 1 cumapia Sdpva on pmo u:pumc X9 n © N L yia TG
Rwviic Somipic. Avtd xadiora iattepa Swuo)\r] m Sucbaywyn] oplopiine KAnvikic Sonuq( oc -o\.\a xpdm pékn. Amd

Tic emomuovikic chehife, wot00o, gaiveral o o1 prhhoviec khvikic Soxpéc da oToxciouv mEp00oTIpO o abikeg

() EEC4H4mel 013,0.99.

5] 6:011 Tou Eupunoixod Kovvopouliou Tic 30¢ Axpdiou 2014 (Sev iz axdun Squoccvd omy Evionun Eorpepiba) ko anépacn tou Zuufou-
Niou e 14nc Azpiiou 2014.
¥] qu\m 2001/20EK Tov xoy K Aiou xau Tou Eupfouliou, me 41 Anpdiou 2001, i T TPOCEyYset) Te YoROIETIY, Kavov:-

STV KQt &oxmw SearaEoun nov :pmm uehiov SOV 0POPE TV spapuoyl opdc KAMIC NPAKTIGIC KaTd T KAMKES SOKpEC gappiKuy
nipoopoptvey ysa Tov avdpuro (EEL 121 mc 1.5.2001, 0. 34).

EU REGULATION 536/2014
(Pharma - Clinical trials)

Enionun Egruepiba i Eupendixic Eveorc L 158]1



KANONIZMOZ 2017/745 (MDR)

NEEZ ENAIAGEPOYZEZ AIATAZEIZ I'lA THN KAINIKH EPEYNA

61
62

63
64
65
66
67
68
69
78

106

KAIVIKA) agloAéynon

["EVIKEG QTTAITAOEIG OXETIKA PE TIG KAIVIKEG EPEUVEG TTOU DIECAYOVTAI TTPOKEIUEVOU VA
KATadeIXOEi N CUPPOPPWON TEXVOAOYIKWYV TTPOIOVTWYV

2 UYKATABEON PETA QTTO EVNUEPWON

KAIVIKEC £pEUVEC O€ aviKavoug TTPOG DIKAIOTTPALIA CUUMETEXOVTEC
KAIVIKEG £pEUVEC ETTI avNAIKWV

KAIVIKEC €pEuUVEC O€ £YKUOUG ] ONAGOUTEC YUVAIKES

MpoobeTa BVIKA PETPO

KAIVIKEG EPEUVEG OE KATAOTAOEIG EKTAKTNG AVAYKNG

Atronuiwon

KevTtpik eupwTradikr d1adikaoia cuvTovIoPEVNG agloAdynong yia Tnv adeioddTnon Twv
TTOAUKEVTPIKWY KAIVIKWYV EPEUVWV

Ouadec eutreipoyvwudvwy (Expert Panels)



KANONIZMOZ 2017/745 (MDR)
NEEZ ENAIAGEPOYZEZ AIATAZEIZ I'lA THN KAINIKH EPEYNA

ApBpo 61

H emiBeaiwon CUMHOPPWONG TIPOG TIC OXETIKEG YEVIKEG QATTAITAOEIC QOQAAEIOG Kal
EMOOCEWY, KABWGS Kal N agloAdynon TwvV AVETTIOUUNTWY EVEPYEIWV KAl TOU OTTOOEKTOU
TNG oxéong o@éAoug/kivdouvou oTnpilovral o€ KAIVIKA dedopéva Tou TrEPIAauBavouv
EMOPKNA KAIVIKA TEKUNPIWON.

O KOTOOKEUAOTNG Trpoodiopilel KAl AITIOAOYEI TO OTTAITOUMEVO ETTITTESO KAIVIKAG
TEKMNPIWONG VIO TNV OTTOOEIEN TNG CUPMOPPWONG TTPOG TIG OXETIKEG YEVIKEG ATTAITIOEIG
QO @AAEING KAl ETTIOOCEWV.

To ev AOyw eTTiredo KAIVIKAG TEKMNPIWoNG €ival TO KATAAANAO yia Ta XOPOKTNPICTIKA
TOU TEXVOAOYIKOU TTPOIOVTOG KAl TNV TTPORAETTOMEVN XPON TOU.

[Mlpo¢ TOV OKOTTO auTOvV, Ol KATAOKEUAOTEC OXEOIAloUV, OIEVEPYOUV KAl TEKUNPIWVOUV
KAIVIKN aloAdynon > €AeyxXog atraiTtnong SIEVEPYEIAG KAIVIKWV EPEUVIIV

ApBpa 61.4 kal 61.6: 2ZUYKEKPIMEVEC €CAIPECEIG ATTO TNV ATTAITNON OIEVEPYEIAS KAIVIKWV
EPEUVWYV Yia Ta guuTtevoipa I/I1 kal Ta I/l karnyopiag Il
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KENTPIKH AIAAIKAZIA ZYNTONIZMENHZ A=ZIOAOIMHZHZ A THN
AAEIOAOTHZH MOAYKENTPIKQN KAINIKQN EPEYNQN

Apbpo 78

Ma diegaywyn KAIVIKAG €épeuvag o€ > 1 KM o0 xopnyog uttoBaAAel péow EUDAMED pia kal pévo aitnon
TTPOTEIVOVTAC £Va KPATOC WG To ouvToviov KM.

AuTtépaTn dnuioupyia povadikou apiBpou Tautotroinong KAIVIKNAG épeuvag (EUDAMED)

Evidog 6 nuepwy atrd TNV UTToBoAf TG aiTnong:

Ta evolapepopeva KM atro@aaifouv 1rolo Ba €xel To pdAo Tou ouvTtoviloviog KM, (S1a@opeTIKA I0XUEI N
TTPOTACN TOU Xopnyou) > To ouvTtovilov KM evnuepwVel OXETIKA TO Xopnyo (nu/via koivotroinong /
notification date)

Evidc 7 nuepwyv atrd Tnv np/via KOIvoTroinong:
TO ouvTtovifov KM AauBdvel oxoAia atrd ta evdla@epdpeva KM oXeTIKA PE TNV ETTIKUPWON TNG AiTNONG
(application validation)

Eviéc 10 nuepwyv a1rd TNV NP/Via KOIVOTToinoNG:
TO0 ouvTovifov KM agloAoyei av n KAIVIKR €pguva UTTITITEI OTIG BIOTALEIG TOU Kavoviopou Kal av n aitnon
gival TTANPNG KAl EVNUEPWVEI OXETIKA TO Xopnyo

Evioc 26 nuepwyV aTTo TNV NU/VIia ETTIKUPWONG :
TO ouvTtovifov KM cToiudder Tnv mrpoxeipn £kBeon agloAoynong kai tn diapiBader ota evolagepopeva KM

‘Ewc 1NV 38" nuépa aTTo TNV NU/Via ETTIKUPWONC:
Ta evOla@epopeva KM atmrooTéEANouUV Ta oXOAIG Toug 010 cuvTovi(lov KM

+ 50d yia class I1b/Il

Evioc 45 nuepwyv atmd TNV nU/via mMKUPWOoNC : RN E RS

10 ouvTtovifov KM ocuvtaooel & ammooTéAAEl TV TEAIKN €KBeon agloAdynong oTo xopnyo




KENTPIKH AIAAIKAZIA ZYNTONIZMENHZ AZIOANOIMHZHZ A THN
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ApBpo 78

Xpovodidypauua e@apHUoynG TS KEVTPIKAG O1adIKaTiag
OuUVTOVIOHEVNG agloAdynong Tou Kavoviopou 745/2015

MNa ta Tpwra 7 €1n: - g0gAovTiKh cpappoyn atmd Ta KM

MeTd TV TTAPOSO TWV 7 ETWV. > UTTOXPEWTIKNA £papuoyn yia 6Aa Ta KM

MeTaBaTiKEC OIATALEIC

Méxpig 6Tou n EUDAMED karaoTtei TTAQPWG AEITOUPYIKE, Ol QVTIOTOIXEG OIATASEIS TV 0dNyIWV
90/385/EOK koai 93/42/EOK gEakoAouBoUv va s@apuolovral TTPOoKEIEVOU va TnpnBouv ol

UTTOXPEWOEIC OXETIKA ME TNV aviaAAayry TTANPOQOpPIWY, CUPTTEPIAQUPBAvOUEVWY, Kal I0iwG, TwV

TTANPOPOPIWV OXETIKA PE TNV AVAQPOPA TTEPICTATIKWY ETTAYPUTTVNONG, TIS KAIVIKEG EPEUVEG, TNV

EYYPOAQYN] OE MPNTPWO TEXVOAOYIKWY TIPOIOVIWY KAl OIKOVOMIKWY @QOPEWV Kal TIG KOIVOTTOINOEIG

TTIOTOTTOINTIKWV.
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O véog OEONOGC TWV OHADWYV EUTTEIPOYVWHOVWY (expert panels)
ApBpo 106

» H EmTpoTtr, HEOW €KTEAEOTIKWV TTPACewV Kal o€ dlaBouAeuon pe Tnv MDCG, 1TpoBAETTEl
TOV OPICHO ONAdWYV EUTTEIPOYVWHOVWY (expert panels) yia Tnv KAIVIKR agloAdynon o€
I0TPIKA TTEdia KAl TOUEIC OTOUG OTToioug N ETTITpoTrr £x€1 dIATTIOTWOEI TNV AvAYKN TTAPOXNS
OUVEKTIKWYV ETTICTNHOVIKWY, TEXVIKWV KA/} KAIVIKWV CUMBOUAWYV [ £PYACTNPIOKAG
EMTTEIPOYVWHOOUVNG.

» O1 ouddeg eutreipoyvwpovwy atrapTifovral ammd cupBouAoug TTou diopidovral AtTd TNV
Emtpori pe Bdon Tnv TAéov TPOC@ATN KAIVIKI), ETTIOCTNMOVIK 1 TEXVIKA
EMTTEIPOYVWHOOUVI) OTOV KAOE TOMEA KOOI ME VYEWYPOEPIKR] KOTAVOUN) N OTToia
QVTIKATOTTITPICEl TNV TIOIKINOTATA TWV ETTIOTAMOVIKWY KAl KAIVIKWV TIPOCEYYIOEWV OTNV
‘Evwon. H EmTpoty kaBopilel Tov apiBuo Twv hgeEAwV KABe ouddag o€ auvapTnon ME TIG
QAVAYKEG.

» Kard Tnv TIpocToIyacia  Twv  EMIOTAPOVIKWY  TOUGC  YVWHOOOTHOEWY 0Ol OMNAEG
EUTTEIPOYVWHOVWY AAMBAVOUV UTTOWN TIC OXETIKEC TTANPOQOPIES TTOU TTAPEXOVTAI OTTO
evolapepouevouc popeic (stakeholders) ouutrepIAaUBavoUEVWY OPYOVWOEWY aoBeEVWYV
KOl ETTAYYEAHATIWYV UYEIaG.




Allergology

Anaesthesiology

Cardiology

Clinical
neurophysiology

Infectious diseases

Dental, oral &
maxillofacial
surgery

Dermatology
Venereology

Diagnostic
radiology

Examples of areas of medical expertise

Gastroenterological
surgery

Gastroenterology

General
haematology

Internal medicine

General surgery

Geriatrics

Immunology

Medical oncology

Nephrology

Neurology

Neurological
surgery

Nuclear medicine

Obstetrics &
Gynaecology

Ophthalmology

Orthopaedics

Otorhinolaryngology

Paediatrics

Pharmacology

Physical Medicine
& Rehabilitation

Plastic,
Reconstructive and
Aesthetic Surgery

Psychiatry

Pulmonology

Radiation Oncology
and Radiotherapy

Rheumatology

Cardiothoracic
surgery

Urology

Vascular surgery
Medical
Biopathology
Accident &
emergency
medicine
Medical (clinical)

genetics

Endocrinology

Paediatric surgery



Examples of other areas of
scientific / technical / clinical expertise

Biocompatibility Cybersecurity Quality assurance

Bioinformatics Fluid mechanics Robotics

Biomaterials — Materials

. Medical device software Rehabilitation engineering
science
. . Medical device sterilization & . . .
Biomechanics [ § . Tissue engineering
disinfection
Standardization (contribution to
Biomedical engineering Computational biology development of CS &
standards)
Biomedical optics Nanotechnology Radiation protection
Biotechnology Medical / Health informatics Omics

Bio-statistics Neural engineering Clinical trials methodologists



O véog OEONOGC TWV OHADWYV EUTTEIPOYVWHOVWY (expert panels)
MDR Art. 106

AvegapTnoia Kol aUEPOANYIA TWV EUTTEIPOYVWHOVWV

Ta HEAN TWV OUABWY EUTTEIPOYVWHOVWV:

v

v

AOCKOUV Ta KOBNKOVTA TOUG JE AMEPOANYIT KAl AVTIKEIMEVIKOTNTA

Aeopevovial va eVEPYOUV Trpog OQPeAOG TOU ONUOCIOU OUM@PEPOVTOS KAl ME
avegapTnoia

v' Agv InToUV ouTe SéExovTal 0dnyieg amd Koivotroinuévo opyaviopo i kataokevaotn I/

v Agv €XOUV OIKOVOMIKA R AdAAa cup@épovra oOTn Blopnxavia 1aTPOTEXVOAOYIKWYV

TPOIOVTWY, TA OTTOIx Eival BUVATOV VA ETTNPEACOUV TNV ANEPOANYIA TOUG

KaBe péNog ouvtdooel ORAWON CUHQPEPOVTWY N OTToid SNUOCIOTIOIEITAI OTOV IGTOTOTIO
NG EMITPOTING

AnAwvouv kKABe dGueco N EMMECO OCUMEPEPOV Toug oTn Brounxavia /M kai
ETMIKAIPOTTOIOUV TN OAAWON AUTH) OTTOTE ETTEPXETAI OXETIKA METABOAN

Kata trepimtwaon dnAwWvouv evOEXOMEVO CUHMPEPOVTA TOUG OE OXEON ME TO EKAOCTOTE
0£pa TTou TOUG avaTiBeTal va YVWHUOdOTIOOUV

H EmTpotr) OcoTrifel ocuoTAMATA Kol OIadIKACIEG YIO TNV EUTTPOKTN OlaXEipion Kal
TTPOANYN EVOEXOUEVWYV CUYKPOUCEWV CUHPEPOVTWYV



O SITTAGG POAOG TWV OPADWYV EUTTEIPOYVWHOVWYV
(Expert Panels)

[ ROLE 1 ]

[ Ad-hoc advice ]

!

[ COM, MS, NB, MFR ]

Expert Panels |

| (Forez )

COM Clinical Evaluation Consultation Procedure (CECP)
Performance Evaluation Consultation Procedure (PECP)

0 I

(ocs ) SIS




O p6Ao¢ Twyv expert panels
(OMAdWYV EPTTEIPOYVWHOVWV)

Role 1 of expert panels

Ad-hoc advice

bl




Role 1 of expert panels: Ad-hoc advice
(MDR art. 106.10, 106.11, 55.3 and 61.2)

Provide scientific, technical and clinical assistance to the Commission and the MDCG
in relation to the implementation of the MDR (106.10a)

Contribute to the development and maintenance of appropriate guidance and CS for
clinical investigations, clinical evaluation & PMCF performance studies, performance
evaluation and post-market performance follow-up, physico-chemical characterisation, and
microbiological, biocompatibility, mechanical, electrical, electronic or non-clinical
toxicological testing, for specific devices, or a category or group of devices, or for specific
hazards related to a category or group of devices (106.10b)

Develop and review clinical evaluation guidance and performance evaluation
guidance for performance of conformity assessment in line with the state of the art with
regard to clinical evaluation, performance evaluation, physico-chemical characterisation,
and microbiological, biocompatibility, mechanical, electrical, electronic or non-clinical
toxicological testing (106.10c)

Contribute to the development of standards at international level, ensuring that such
standards reflect the state of the art (106.10d)

Advise on the criteria for an appropriate data set for assessment of the conformity of
a device, in particular with regard to the clinical data required for clinical evaluation, with
regard to physico-chemical characterisation, and with regard to microbiological,
biocompatibility, mechanical, electrical, electronic and non-clinical toxicological testing
(106.11)



Role 1 of expert panels: Ad-hoc advice
(MDR art. 106.10, 106.11, 55.3 and 61.2)

* Contribute to identification of concerns and emerging issues on the safety and
performance of medical devices (106.10f)

* Provide scientific advice in relation to the safety and performance of any device (55.3 MDR
& 50.3 IVDR)

e Provide opinions in response to consultations by manufacturers, NBs and MS in
accordance with Article 61.2 (106.10e)

e Provide views on the manufacturer's intended clinical development strategy and
proposals for clinical investigation (61.2)

Article 61.2

For all class Ill devices and for the class IIb devices intended to administer and/or
remove a medicinal product, the manufacturer may, prior to its clinical evaluation and/or
investigation, consult an expert panel, with the aim of reviewing the manufacturer's
intended clinical development strategy and proposals for clinical investigation.

The manufacturer shall give due consideration to the views expressed by the expert panel.
Such consideration shall be documented in the clinical evaluation report.



NMOPEIA TH2 NAPOYZIAZH2

L Z0vtoun avadopa otnv mopeia avabBswpnong Tou VopoBeTikol mAaLciou
yto ta /11

L Néec evbladepouoec Statacelc otnv KAk €psuva pe |/

U Noavevpwnaikn Kevrplkn dtadikaoio cuVToVIoHEVNC afloAdynong yLa tnv
abe1000TNON TWV TTOAUKEVTPLKWY KALVLKWY EPEUVVWV

L H dtadikaoia StafouAevonc yia tTnv KAwiKNn oftoAoynon oplopevwy I/M
L O poAo¢ twv opadwyv gumelpoyvwuovwy (expert panels)

L H npookAnon evéladepovtoc tng E.E. yla Toug eUmeLpoyvVwWOVES (experts)



O p6Ao¢ Twyv expert panels
(OMAdWYV EPTTEIPOYVWHOVWV)

Role 2 of expert panels

Clinical evaluation consultation procedure - CECP
Performance evaluation consultation procedure - PECP

i ih




H di1adikacia diaouAeuong yia TNV KAIVIKA agioAdynon
Clinical evaluation consultation procedure (CECP)

ApBpo 54 MDR

1. Ymoxpéwon Twv NB - eTTITTAEOV TWV TUTTIKWV JIAdIKACIWY EKTIUNONG TNG CUMPOPPWanG (BA.
apBpo 52 MDR) - va akoAouBouv Tnv CECP yia 1a e€A¢ I/T1:

a) Karnyopiag Il egputevoiya I/

(B) Katnyopiag lIb evepya I/l Trou TrpoopilovTal yia Tn Xopiynon Kai/f atmrojdkpuvor
@appdakou (MDR, Kavévag 12, Evotnta 6.4 TMapaptnua VI

E=AIPEZEIZ

1) MNePITTTWOEIG AVAVEWONG TTICTOTTOINTIKOU TTOU £XEl EKO0OEI ue BAON TOV TTAPOVTA
Kavovioué

2) MNepimtwoelg oxedlaopou I/TT yéow Tpotrotroinong ndn KukAopopouvriocg I/ amd Tov
i0I0 KOTAOKEUQOTN KOI VIO TOV iOI0 ETTIOIWKOUEVO OKOTTO Kal YWPEIC PETABOAN TOU AOYOU
o@EAOUC / KIVOUVOU

3) MePITTTWOEIG OTTOU 01 APXEC TNG KAIVIKAG agloAdynong euTriTitouv o€ Koiviy
Mpodiaypaen (CS) kai o NB emiBeBaiwvel 0TI N KAIVIKA a&I0AOYyNON TOU KATAOKEUQOTH €ival
ouhewyvn Ye TNV avriotoixn CS yia 1NV KAIVIKA agloAdynaon 1ou v Aoyw I/T1.




H diadikacia diaBouAeuong yia Tnv KAIVIKR agioAdoynon
Clinical evaluation consultation procedure (CECP)

[ MER ] I/N Class Il / IIb (Rule 12)

YmoBoAn Clinical Evaluation Report (CER) kar Aoirhy tekunpiwaon

YmoBoAn Clinical Evaluation Assessment Report (CEAR) / CEP, CER / PMCEF plan, PMCF report

| com | | CE mark |

¢
No decision ] + Justification
on opinion
e . )

z ] 3 decision criteria
Apuodio EUDAMED
Expert Panel J A R ER]
4 60d
EP1, EP2, EP3, KA | 1. Novelty /s . ] ~ max : .
2. Risk benefit/ratio change Decision on SCIentIfIC

3. Incidents opinion J N opinion




Role 2 of expert panels (CECP)
The 3 decision criteria on the provision of scientific advice

The expert panel shall decide, under the supervision of the Commission, on the basis of all
of the following criteria:

(i) the novelty of the device or of the related clinical procedure involved, and the possible
major clinical or health impact thereof;

(i) asignificantly adverse change in the benefit-risk profile of a specific category or group
of devices due to scientifically valid health concerns in respect of components or source
material or in respect of the impact on health in the case of failure of the device;

(i) a significantly increased rate of serious incidents reported in accordance with Art.87 in
respect of a specific category or group of devices,

whether to provide a scientific opinion on the clinical evaluation assessment report (CEAR) of
the NB based on the clinical evidence provided by the manufacturer in_particular concerning:

» the benefit-risk determination
= the consistency of that evidence with the medical indication(s)
= the PMCF plan



O SITTAGG POAOG TWV OMNAOWY EUTTEIPOYVWHOVWYV
(Expert Panels)

NMPOKAHZEIZ & MPOBAHMATIZMOI

YT1roAoyIoudG @OpTOU epyaciac BACEI EKTINNOEWYV YIA TOV ApPIOPO TwV:
- pakéAwv CECP & ad-hoc yvwpodotrioswyv ava £10¢
- OTTAUTOUMEVWV EUTTEIPOYVWHOVWY ava BepaTikO TTedio

2TTAVIA PUOIKEGC GUVAVTHOEIG TWV experts = avaykn Kupiwg yia NAEKTPOVIKI] ETTIKOIVWVIa Kal
NAEKTPOVIKI) DIEKTTEPAiWON TNG dIAdIKATIAC YVWHODOTACEWY KAl CUUBOUAWY

AVATTITUEN TUTTOTTOINMEVWY d1adIkaolwy (SOPS), TTpoTuTIWV £yypaPwy (templates), @opuwv
gepyaoiag (forms) yia Tnv opaAr Kal evappoviopévn AsiIToupyia OAwv Twy expert panels

Anuioupyia KateuBuvTAPIWY 0dNYIWYV TTPOC TOUC EUTTEIPOYVWHOVEG (experts)

» Avartrtugn diadikaoiag & KPITNPIWY ETTIAOYAG EUTTEIPOYVWHOVWY, TTOANITIKAG Col, KATT

ExTiunon ouvoAikou K6aToug Asitoupyiag Tou ouoTtripartog (FTEs tmpoowTrikou E.E, aupoifég
EUTTEIPOYVWHUOVWV)

ExTignon avratmmodoTiKwy TEAWV TTPOG KATAOKEUAOTEG Kal NBsS yia Tov ETTINEPIOUO TOU
KOOTOUG TWV YVWHOBOTNOEWV Kal CUMBOUAWY Twv expert panels — ekTTTwoelg yia SMEs



NMEPIEXOMENO - MOPEIA THZ NMAPOYZIAZHZ

0 H avaBewpnon tou vouoBeTikoU TTAaigiou yia Ta /11
O Néeg evdiapépouaeg dIaTALeIC aTnV KAIVIKNA €pguva ue I/T1

O H kevrpik eupwTraikn d1adIKACia CUVTOVIOPEVNG ACIOAGYNONG YIa TNV
ad€1000TNON TWV TTOAUKEVTPIKWY KAIVIKWYV EPEUVWV

O O dITTAGG pOAOG TWV OUAdWYV EUTTEIPOYVWHOVWY (expert panels):
- n diladikacia diafouAeuonc yia TNV KAIvIKr agloAoynon (CECP) kai
- ol ad-hoc yvwpuodoTroEIg

0 H mrpéokAnon evdlagpépovTtog TnG E.E. yia TOUG EUTTEIPOYVWHOVEG
(experts)



H rpookAnon ekdnAwong evdia@epovtog TnG E.E yia
TOUG EUTTEIPOYVWHOVEG (experts)

ApBpo 106

- The Commission, following consultation with the MDCG, may appoint advisors to expert
panels following publication in the Official Journal of the European Union and on the
Commission website following a call for expressions of interest.

Depending on the type of task and the need for specific expertise, advisors may be
appointed to the expert panels for a maximum period of 3 years and their appointment
may be renewed.

- The Commission, following consultation with the MDCG, may include advisors on a central
list of available experts who, whilst not being formally appointed to a panel, are available to
provide advice and to support the work of the expert panel as needed. That list shall be
published on the Commission website.




H rpookAnon ekdnAwong evdia@epovtog TnG E.E yia

TOUG EUTTEIPOYVWHMOVEG (experts)

v Application form
v CV

v' Declaration of Interests (Dol)

EUROPEAN COMMISSION EXPERT PANELS
ON MEDICAL DEVICES AND IN VITRO DIAGNOSTIC DEVICES

Call for clinical and other experts to be published later in 2019!

The new EU regulations on medical devices and in vitro diagnostics came into force in 2017". They stipulate the establishment
of expert panels to support the assessment of specific high-risk devices and to contribute to the prospective improve-
ment of the overall framework by advising the Commissicn, the Medical Device Coordination Group, Member States, Notified

Bodies and manufacturers.

What will be the tasks and activities of the expert panels?

Expert panels will respond to consultations on novel
high-risk devices before they are certified for the EU single
market. The experts will also be involved in other tasks such
as contributing to the development of common specifications
for clinical evaluation of device categories, guidance
documents or standards.

Selected experts will be appointed to expert panels in a range
of relevant fields, such as the cardiovascular system,
orthopaedics, neurology, endocrinology, and other areas,
such as in vitro diagnostic medical devices.

When will the call for experts be launched?

The call for clinical and other experts in the area of
medical devices and in vitro diagnostic devices will be
launched later in 2018 and published in the Official Journal
of the European Commission. Details on expert remuneration
will be provided in the call.

Successful candidates may be appointed for a renewable term
of three years or may be included on a central list of available
experts from which they may be called to support panels.

make a difference to the heaith

Your exper

How to apply?

Once the call is published, make sure you fulfil all the
eligibility criteria. Fill out the online application form, attach
your CV and declaration of interest.

Subscribe and get ready to
apply!

Check the European Commission Website on Medical
Devices for more information and to sign up to the newsletter:
https://ec.europa eu/growth/sectors/medical-devices_en

{Roguictian (L) 2017745 of the Butopean Poiamert ond of the Councl of S Ao 201 7 on
madicol devices (MOR)

Regulotion (EL) 2017745 of the Eutopesn Patfoment and of the Goundl of § Ao 201 7on
I vitto diograssic medicol devices (VOR)




H rpookAnon ekdnAwong evdia@epovtog TnG E.E yia
TOUG EUTTEIPOYVWHMOVEG (experts)

[ Anpociguon TnG TTPOOCKANONG EVOINPEPOVTOG OTNV ETTIONUN £€@pnuEPiIda TNG E.E

4

YTofoAR AITAOEWYV ATTO TOUG UTTOWNPIOUG EUTTEIPOYVWHOVEG I/T]
(Popua aitnong, CV, Dol, dnAwaon eutrioTeuTikoTnTag)

4

[ Aladikaoia €IAOYNG TWV KATAAANAWYV EUTTEIPOYVWHOVWY a1 TNV E.E ]

(Baoel ouykekpIuEvwY Kpitnpiwyv, arrouoia Col)

KevTpik6g kaTtaAoyog
OI100£C 1MWV EUTTEIPOYVWHOVWV
(experts)

Alopiopég yia max 3 €1n
(Me duvaTéTNTA AVAVEWONG)

v

2UMBOUAOI TWV OHAdWYV EPTTEIPOYVWHOVWYV (expert panels)
EP1 EP2 EP3 EP4 EP5 EP6 EP7 | «oveeeins




H rpookAnon ekdnAwong evdia@epovtog TnG E.E yia
TOUG EUTTEIPOYVWHMOVEG (experts)

@ EUROPEAN COMMISSION EXPERT PANELS
ON MEDICAL DEVICES AND IN VITRO DIAGNOSTIC DEVICES

HE callfor expression of interest to be published in 2019!

Sign up for the Medical Devices newsletter!

Commission

https://ec.europa.eu/growth/sectors/medical-devices en

https://campaign.gopacom.io/mdr-newsletter-subscription

A Ul e



https://ec.europa.eu/growth/sectors/medical-devices_en
https://campaign.gopacom.io/mdr-newsletter-subscription

