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Elcaywyn

H texvnt vonuoouvn (TN) evowpaTWVETAL OAO KOL TEPLOCOTEPO OTO CUOCTAHOTO
UYELOVOULKAG TieplBaAPng oe oAdkANnpn tnv Eupwnn, unootnpilovtag tn dtdyvwon, Tn
AN KAwikwv anoddocswyv, tov oxedlaouod Beparmneiag kot tnv mpoPAsPn kwvduvou yla
Toug/TIc aoBeveic. AUTEC oL teXVOAoyleC TTPOOdEPOUV CNUAVTIKEG EUKALPLEC yla TN
BeAtiwon tTNG AMOTEAECUATIKOTNTAC TNG UYELOVOULKAG TteEpiBaAPng. Qotdoo, oAoéva kat
TIEPLOCOTEPA oTolXela Seixvouv OTL Ta cuotApata TEXVNTNAG vonpoouvng (Artificial
Intelligence/Al) urtopoUv va avaropayouV i} VAL EVIEIVOUV TLG UTTAPXOUOEG OLVLGOTNTEG
OTOV XWPO TNG uysiag.?

Apketol pnxoaviopol pmopoUv va odnyroouv OE PEPOANTITIKA OTTOTEAECHUATO TIOU
adopouv otn AqPn amoddocewv oL onoieg unootnpilovtatl and cuotiuata TN otov
TOUEQ TNG UYELOVOULKNG TepiBaAPng. Autol meplapPfdvouv avicoppoTmiec ota
SebSopéva IO XPNOLUOTIOLOUVTAL VLA TNV EKMALGEVON TWV CUCTNUATWY, OTA OhAaApaTa
UETPNONG OE KAWVIKEC LETABANTEG, 0TOUG aKATAAANAOUG SEIKTEG avTiKATACTACGNG (proxy
indicators) kaBwc kat otig Stadopomnoloelg mou evromnilovral ota mepLBAAAovTa TNG
avamTuéng Toug Kal TwWV ouvlOnkwv ePpappoyAC TOUC OTOV TPAYMATIKO KOOMO.?
MpokataAnPelg pmopet eniong va mpokuPouv étav ta cuotripata TN lcdyovtal oTLg
EPYAOLEC (CWHATIKEG KAL TIVEULLOTLKEG) TTOU €KTEAOUV OL EMOYYEALATIEC UYELOG YLt TNV
napoxy ¢povtidag otig/otouc aocBeveic (KAWIKEC poec epyaciag), oOtav Oev
unootnpiletal amd emapkn ekmaidevon autwv 1 otav Oev UTIAPYXOUV LoXupol
punxaviopot avBpwrivng emomteiag kot Aoyodooiag ylwa tnv moapakoAouBnon g
anod00n¢ TWV CUCTNUATWY PETOED SladopeTikwy TANBUoUWY acBevwv.3

EmutAéov, n eunelpia péoa amo tnv €peuva €xel Seifel OTL TETOLEG MPOKATAANYELG
UItopEl va €Xouv ooPapEC CUVENELEG 0 KAWVIKA TAaiowa. MeAETeg €xouv avadEpel
enavalappBavopeveg aviootnteg¢ otn dlayvwon kKot T Begpameia  onUOVIIKWVY
nadnoswv. Mo mapddelypa, Ol YUVOIKEC Kal oL ooBevel TOU avAKOUV O
DUAETIKEC/EOVOTIKEG MELOVOTNTEC HE KAPSLAYYELAKA VOONUaTa, ouxva Aaupdavouv
kaBuotepnuévn Stayvwon f Alyotepo evtatikn) ¢ppovtida oe cUYKPLON UE TOUC AVOPEG

1 liang, F., Jiang, Y., Zhi, H., Dong, Y., Li, H., Ma, S., Wang, Y., Dong, Q., Shen, H., & Wang, Y., H teyvntn
VONUOoouUVI OTOV TOUEX TNC UYELOVOULKAC TtepiTaAwng: mapeAdov, mapov kot uéAdov, Stroke and Vascular
Neurology 2(4): 230-243, 2017.

2 Vokinger, K. N., Feuerriegel, S., & Kesselheim, A. S., Meiwan th¢ uepoAnyioacg otn unyavikn uadnon atov
TouEd TNC Latplkc, Communications Medicine 1, 25, 2021.

3 Panesar, S., Kliot, M., Parrish, R., Fernandez-Miranda, J., Cagle, Y., & Britz, G.W., Ot UOCYEOELC KaL OL
Kiv&uvol Tn¢ TexvnTrg vonuoouvng otn Veupoxetpoupyikr, Neurosurgery 87(1): 33—44, 2020.
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EKPPATOLV ATOKAELOTLKA TIG AMOYPELG TWV CUVTAKTWY KAl HEV AVTLMPOCWTIEVOLY KAT' avdyKn TLG andypeLg
¢ Evpwmaikng Evwong 1 tou Evpwmaikol Ekteleotikol Opyaviopol Ekmaidevong kat MoAtTiopov
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Kot AsukoU¢ aoBeveic,? evwy ol dUAETIKEC Kal eBvoTikéG Sladopéc emnpedlouv Tn
dpovtiba kot Ta TEAKA AIOTEAEGHOTA WCE TTPOC TV aloBéveta Ttou StaBrtn. MapdAAnia,
PuXLKEG TTaBnoelg Omwe n KatdBAwpn urtodlaylyvwokovTal Kal utoBeparmevovtal T0G0
OTLG YUVAIKEC GO0 KOl 0TOUC HELOVOTLKOUC TTAnBUouoUC.

‘Eva KaAQ TeEKUNPLWUEVO Tapadelypa, amoteAel pia peAétn oto Journal of Medical
Internet Research, n omola Swaniotwoe Sladopomnolnoelg otn Slayvwotikny enidoon-
Baocel ¢pUAoOU o0e OAYOPLOUOUG HNXOAVLKAG MABNONG TIOU XPNOLUOTIooUVTaL yla TNV
npoPAedn kapdlakwv TmadAoswv. [0 OUYKEKPLUEVA, OL Yuvaikeg aoBeveig
UTIOEKTIPOCWTTOUVTOV CUOTNHOTIKA 0Ta UVOAQ §£S0UEVWV TTOU XPNOLULOTIOLOUVTAV YLa
NV ekmaibeuon TwV CUCTNUATWY, VW Ta HovtéAa gudavilav upnAotepa MocooTA
PeLSWE OPVNTIKWY ATIOTEAECUATWY YLO TIG YUVAIKEG, amodelkviovtag mwe n urapén
MEPOANMTIKWV OSeSopévwV Mmopel va OCUMUPBAAAEL apvnTIKA OTn  SLAYVWOTLKA
akpifela.” Ooov adopd tn GUAETIKY LooTNTA, Ua GAAN peAétn avédetée otL povtéla TN
Tou ekmaldeVTNKAV YLa TNV EKTLHNON TNG coBapdtnTac TnG KATtaOAWnNg HEow avaluong
VAwoolkwv Oebopévwv amod HEoA KOWWVIKAG Siktowong, mapouciacav uPnAn
oKpiBela yla TouG AEUKOUG CUMMETEXOVTEC, OAAA ONUAVIIKA XOUNAOTEPN yla TOUG
HOUPOUC CUUHETEXOVTEG. TO EUPNUO AUTO avaSeIKVUEL SLaPOPOTIOLHOELG OTNV amodoaon
TOU ouoTnuatog, oL omoieg daivetal va ocuvdéovtal pe Sladopéc ota mpodTUTA
YAWOOLKAG €kPpaonG mou Sev amotunmwdnKav EMOPKWG KATA TNV ekmaidsuon twv
HOVTEAWV.B

H avtiuetwnon twv KwSUVWV Tou oxetilovial e TIG TPOKATAANPELS outoutel
PUOHLOTIKA MOVTEAQ TIOU EVOWHATWVOUV TIG SLEOVEIG Kal eUpWMAIKEG NOKEG Ko
VOULKEG OPXEG OE OUYKEKPLUMEVOUG MNXOVIOHOUG SlakuBépvnong, TOUuG Omoioug
UTtopoUV va ULoBEeTHoOoUY Kal va epapudoouV Ta LOpUHATA UYELOVOULKNAG TtepiBaAng.
Evtog tng Evpwrnaikig Evwong (EE), To puBuiotiko mAaiolo €xel e€eAyBet paydaia pe
NV uloB£tnon tou Kavoviopou yia tnv Texvnty Nonuoouvn (Al Act), n onoia Beomilel
UTIOXPEWOELC yla cuotiuata TN uPnAol kwdlvou kat ylia 6oou¢ ta B€touv oe

4 Balla, S., Gomez, S.E., & Rodriguez, F., Avigotntec otnv kapdiayyeiakn nepidaAn kot ot anoteAéouata
YLa TIC YUVAIKEC TTOU TTIPOEPYOVTOL ATTO PUAETIKEC/EVOTIKEC UELOVOTNTEC, Current Treatment Options in
Cardiovascular Medicine 22(12):75, 2020.

> Young, C. & Myers, A. K., QUAETIKEC KaL EGVOTIKEC AVIOOTNTEC OTNV KALVIKI) @povTida kat Stayeipton Tou
StaBntn: Mia apnynuatikn avaokomnnan, Endocrine Practice 29(4): 295-300, 2023.

6 Sorkin, D.H., Ngo-Metzger, Q., Billimek, J., August, K.J., Greenfield, S., & Kaplan, S.H., Ymodtayvwaouévn
KoL avenmapkwe Oepamsuousvn katadAwn og ao9sveic SLapopETIKIC QUAETIKAC/EOVOTIKAC KATOYWYIC UE
StaBntn tunou 2, Diabetes Care 34(3): 598-600, 2011.

7 Straw, |., Rees, G., & Nachev, P., Atapopéc otnv_amodoan avaioyo UE TO QUAO o alyoptBuouc
unyavikng puadnong yia tnv nmpoBAeyn kapdiakwv nadroswv: Mia Siepeuvntikn ueAétn, Journal of
Medical Internet Research 26: e46936, 2024.

8 Rai, S., Stade, E. C., Giorgi, S., Francisco, A., Ungar, L. H., Curtis, B., & Guntuku, S. C., Ot Bagikoi yAwooikoi
Seikteg tne katadAyng ota uéoa kowwvikng Siktvwaong eéaptwvtal ard 10 @uln, Proceedings of the
National Academy of Sciences 121(14): e2319837121, 2024.
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Aertoupyia, OMwe ya mapdSslypa to. voookopeia.? Qotdoo, n MPAKTKY £pappoyn
QUTWV TWV VOMULKWV OmotAoEWV Kol Sladlkaolwyv €vtog twv LOpupdTwy uvyelag,
TIAPOLEVEL L0 CNLAVTLKA TIPOKANGON.

To napodv Eyypado NoAtikng (Policy Document) elonyeitat €va pUOHLOTIKO HOVTEAO yLa
™ SwakuBépvnon Boiatpikwv cuctnuatwv TN, To omoio gsuBuypapuiletal pHe TO
EUPWNAIKO Kektnuévo (EU acquis), oupmep\opBavopéVWY TwWV OpPXWV TIOU
KaTOoXUpwvovtal otov Xaptn OspeAlwdwv Alkatwpatwy ¢ EE, evw eival oxedlaopuévo
yla Ta SnUOoLa CUCTHMOTO UYELOVOULKAG TIEPIBaAP NG KaL TLG OPYAVWOELS TNG KOWVWVIAG
Twv moAutwv (KtM). To mpotewopevo poviédo Baoiletal oe eupwTaikd puBULOTIKA
péoa, oupneplapuBavopévng tou Kavoviopou ywa tnv TN (Al Act), Tou Kavoviouou yia
1a latpoteyvoloyika Mpoiovra (Medical Device Regulation/MDR), tou Kavoviouou yia
ta_In Vitro Alayvwotikad latpoteyvoloyika Mpoiovta (/In Vitro Diagnostic Regulation
/IVDR), tou levikou Kavoviopou yio tnv [pootacio Asdopuévwv (GDPR) kot tou
avaduopevou Eupwmnaikol Xwpou Asbopévwv Yyeilag (European Health Data
Space/EHDS). MetaoxnUatilel £T0L TIG APXEC TWV OEUEAWSWY SIKALWHUATWY, OTIWCE TNV
avBpwrivn alompEmeLa, TNV LOOTNTA, TN KN SLAKPLON KoL TO SIKALWLO OTNV UYELOVOULKA
nepiBaAn, oe mpakTikéC Staodaiiosl mpootaaoiag kot eAéyxou mou epapudlovral o
OAa ta otadia tou KUKAoU IwNng Twv cuotnuatwv TN. Avadopéc oe emleypéva
napadeiypara dikatodoolwv ektog EE mapouvoialovral oto mapodv eyypado povo omou
TPOOPEPOUV XPHOLUEG YVWOELG, AELTOUPYWVTAC CUUTANPWHATIKA TIPOG TO EUPWTAIKO
VOULKO TAaiolo kaBwg kal to mAaiolo mou Boaoiletal ota SikowUATa, T omola
otnpilouv To HOVTEAO.

ErutAéov, To MPOTELVOUEVO PUBULOTIKO LOVTEAO QELOTIOLEL TTPAKTIKECG OO KABLEPWEVEG
PUBULOTIKEG TIPOCEYYIOELG TTOU cuUVAVTWVTAL 0 AAAOUG TopEG uPNAOU KlvdUVOU, OTIWG
n Owxelplon g aocddaiewag otnv aepomopia, n SwakuBépvnon  Kwwduvou
XPNHUOTOOLKOVOULKWY HOVTEAWYV, N GaPUOKO-EMOYPUTIVNON YLO TN pUOULON TOU TOMEQ
TWV GAPUAKWY Kal ol afloAoyNoeL aAyoplOpLKOU avTIKTUTou otn Snuooia Sloiknon.
AUTEC Ol TIPOOEYYIOELG TTAPEXOUV TOAUTIUEG YVWOELG yla TN dnuloupyia mMAALCIwWV
SLoKUBEpvNONG, LKAVWVY VA AVTLLETWTTIOOUV TTEPITTAOKOUC KLvEUVoUG o€ OAa Ta otadla
ToU KUKAOU {wn¢ Twv Blolatplkwyv cuotnpatwyv TN. 2To mapov MAQICLO OUTEG ol
TIPOOEYYLOELG £XOUV MPOCAPHOOCTEL WOTE va AapBdavouv unodn Kal va EVOWUATWVOUV
TIG SLAOTACELG TNG LOOTNTAC TWV GUAWV Kal TNG PUAETIKAG LOOTNTAG 0 OAQ Ta oTadLla
TOU KUKAOU {wn¢ TwVv cuotnuatwy TN.

To TIPOTELWVOUEVO MOVTEAD TtAPEXEL €va OAOKANPWHEVO Kal epappocipo mAaiclo
StakuBépvnong yla ta LOPUUATO UYELOVOULKAG TEPBAAYPNG KOl TG OPYOVWOELG TNG
KoWwviag Twv MoALlTwy, KaAUmTovtag 6Aa Ta oTddla Tou KUKAOU {wn¢ Twy Blolatpkwy

9 Regulation (EU) 2024/1689 of the European Parliament and of the Council, Ogormion evapuoviouévwy
KoVOvVwV yla tnv texvnty vonuoouvn (Al Act), PE/24/2024/REV/1, Official Journal of the European Union,
13 June 2024.
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ocuvotnuAatwy TN, amo TG mtpopunOeLeg kat TRV a§LoAoynon €wg TNV AVATTUEN, T GUVEXN
napakoAovOnon kat tn Aoyodocia. MEow TNG EVOWHATWONG TWV apXWV TIPOCTACLOG
TwV BepeAlwdwy SIKAWUATWY OTLG EMLXELPNOLAKEG Sladlkaoieg, To MAaiolo otoxevEl
OTOV TEPLOPOUO Twv KwwOUVWV Tou oxetilovtal He €UPUAEC Kal GUAETIKEG
npokataAnPelg otn ANYn anodpacewv ol onoie¢ umootnpilovtat and cuotiuata TN
oToV XWpPOo NG uyeiag. MapdAAnAa otdoxog Tou TAALoiou €ival va cuuBAAAeL o€ TLO
Sikala amoteAéopata otnV UyElovoulkn) mepiBaAn oe oAokAnpn tnv EE, evw
MPOODEPEL LA OELPA ATIO TIPAKTLKEG TIOALTIKEG, EPYOAEL KOl TPOTUTA TEKUNPLWONG
(artifacts), Ta omoia TOL VOGOKOWELO KOl OL OPYAVWOELG TNG KOLVWVIOG TWV TOALTWV
(KtM) pumopolv va npooapuroocouv os dtadopetikd eBvika mAaiowa, SteukoAUvovtag
TNV QMOTEAECUATIKI) EPapOYH TOU LOVTIEAOU OTNV TIPAtN.

To Eupwraikd Nouwkd MAaioto yia tnv TN otnv YYELOVOULK)
MNepiBaAPn

H EE £xeL Oeonioel éva moAveninedo puOuLOoTIKO mepfaAlov yia Ta Brolatpikd
cuotripata TN, to omnoio otnpiletal oe t€ooeplg AAANAEVEETEG VOULKEG / KOVOVLOTIKEG
Slaotaocelg: tov Kavoviopo yla tnv TN (Al Act), Tov Kavoviopo yla ta LoTpoTEXVOAOYLKA
TPOIOVTA HE TI( OXETIKEG KateuBuvtnpleg ypaupég (MDR), tov Kavoviopo yla tnv
TpooTacio Twv npoowrnikwv dedopévwy (GDPR) kat tn dtakuBépvnon Twv deSouévwy
Tlou oxetilovtal Je Tov Xwpo TnG uyeiag (EHDS).

O Kavoviouog yia tnv Texvntr) Nonpoouvn (Al Act) Beomilel éva puBuiotikd mAaiolo yla
ta cuotuata TN, to omnoio Baciletal otnv MpooEyyLon tnG afloAdynong Twv Kvduvwv.
MoAAEG ebapOYEG OTOV TOMEN TNG UYELOVOULKNG TtepiBaAng, ocupunepAapufavouévwy
TWV epYareiwv UTooTAPLENG KAWVIKWVY amodAcewv Kol Twv SlayvwoTlkwy alyopiBuwy,
TaélvopouvTtal otnVv katnyopia twv cuotnuatwyv TN uPnAou kvduvou, Kal wg K TOUTOU
odeilouv va cuppopdwvovtal pe auotnpeg tpodlaypadeg mou adopouv tn Slaxeiplon
Kwwéuvwy, tn dlakuBépvnon twv dedopévwy, ™ dtadavela, Tnv avbpwrivn enomnteia
Kal tnv akpifela Twv anoteAecpdtwyv mou mapdayouv. Ot woxvouoeg mpodlaypadEg
TEPAAUBAVOUV ETUTAEOV TOV EVIOTILOUO KOL TOV TIEPLOPLOUO TWV KLVOUVWV eUdAvIong
MEPOANTITIKWY  OTMOTEAECUATWY HECW aVAAUTIKAG afloAdynong Twv EMUEPOUG
MANBuouLaKwWY opadwy, Aappdavovtag urtoPn to BLoAoyiko Kal Kowwvikd dulo (sex and
gender), TNV pUAETIK TIPOEAEUON KAl GAAQ KOWVWVLKA XOPOAKTNPLOTIKA WG 0PLIOVILES
petaBAntég. Ta dpupata uyelovopknG TepiBaAPng mou Btouv oe Aeltoupyia
cuotnpata TN untéxouv eniong el8kég umtoxpewoelg Bacet tng Npagng yra tnv TN (Al
Act). Y& autég meplhapBavovtal n Staodaiion OTL TO CUCTHHATA XPNOLULOTOLOUVTAL
oUuPwva pe TIc 0dnyleg Tou mapoyou, mapakolouBeital n emidoor) Toug, TNPOUVTOL
opxeila Asttoupyiag kal avadEpovtal cofapd TMEPLOTATIKA OTIC ApUOSLEC APXES, LOLWC
otav ta auta evéexetal va entnpealouv Sucavaloya SLopopeTIKEC opadeg aoBevwy.
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Ooov adopa tnv epapuoyn tou Kavoviopou yia tnv TN (Al Act), to 2025 t€0nke Adn oe
LoxV n amoyopPeEUCN OPLOUEVWY TIPAKTLIKWY, EVW Apxloav va ebapuolovial oplopEVOL
Kavoveg emomteiog kat StakuBépvnong.l® To emdpevo onpaviikd opodonuo sivat o
Alyouotog tou 2026, omou Ba teBel o oYU N MAELOVOTNTA TWV UTIOXPEWOEWV TIOU
nipoPAEnovtal and tov Kavoviopd (oupmepA\apfavouévwy Twv cuoTnUATwyY uPnAol
Kwvéuvou tou Napaptriuatog Il kat twv utoxpewoswv Stadadavelag tou ApBpou 50). Ztnv
EAMGda o Kavoviopog (EE) 2024/1689 tou EupwnaikoU KowoBouAiou kot tou
Zuppoudiou ™G 13n¢ louviou 2024 (KavovioHOG yLaL TNV TEXVNTA vonHoouvn) eival os
dnuoaoila nAektpovikn StafovAeuon péxpl 6 louAiou 2026.

Ta cuotipata TN uPnAol kvdUvou Tou evowpaTwvovTaL o€ puBuULloeva mpoiovta
(katnyopia otnv omolia neplapBavovtal moAAa cuotrpata TN yla LoTpoTEXVOAOYLKA
nipoiovta) mpoBAEMETAL VO UTIAXOOUV OTLG OXETIKEC UTIOXPEWOELG aTtd Tov AUYoUGTO TOU
2027.

ot T VOOOKOWELD, OL ONUOVTLIKOTEPEG TTPAKTIKA Statagelg tou Kavoviopou yia tnv TN
elvat oL e€nc:

e Anapaitnteg npodiaypadég yia ocuotriipata TN vpnAov kwvdlvou: O tapoyol
ovotnuatwv TN odeidouv va epapudlouv éva cuotnua Slaxeiplong Kvduvwv
oe OAa ta otadla tou KUKAou {wn¢ tou cuothipoatog (apbpo 9), kabwg Kkat
TPAKTIKEG OlakuPépvnong &edopévwv ol omoiec mepllapPavouv: cadeig
QUTTALTIOELG YLt TOV EVTOTILOMO KOL TOV UETPLAOUO TwV MpokataAnPewv (apBpo
10), oupmnephappavopévng tng afloAdynong tng aVTUTPOCWIIEUTIKOTNTAC TWV
Sedopévwy Kal Twv mbavwy amokAicewv/avicottwy HeTafl SladopeTKWY
mAnBuoplokwy opadwv Aappavovtog untoyn tn xprion availuong pe Baon to
BloAoyiko Kal Kowwviko GpUAO KaBwg Kal tnv €BvoTikn | GUAETIKN tpoéAeuon:
Slaodpaiioelg dladavelag kal mapoxn OXETIKWVY MANPodoplwyv o 600U Eival
umevBuvol yla tnv avamtuén kol Asrtoupyia Twv cuvotnudtwv (ApBpo 13)-
MNXOQVIOHOUC avBpwTilvngG EMOMIELNG TIOU ATTOCKOTOUV otnv mpoAndn 1ng
uTtEPPOALKAG E€APTNONG ATIO AUTOMATOTIOLNUEVES amodaoelg (automation bias)
Kal oL omoiol Ba emitpénouv TNV mapéufacn R ™ dtakomn tng Aettoupyiag Tou
cuotnuatog (apBpo 14) otav xpeldletal eAEyxoug akpifelag, avOekTkOTNTAG
Kal kuBepvoaoddalielag, He WOlaitepn nmpoooxn o Bpoxoug avatpododdtnong
Kol eTBEoeLg 161kA oxedlaopéveg yla cuotnuata TN (dpBpo 15), oL omoieg, edv
SEV QVTIHETWTILOTOUV, EVOEXETAL VA EVIOXUOOUV UDLOTAUEVEG OVIOOTNTEG.

® YMoxpewoelg 0cwv eivatl unevBuvol yla tnv avamtuén Kat Asltoupyia Twv
cuotnpatwyv (deployers): Ta voookopeia kat dAAot Gopeig mou XpNOLLOTOLoUV
cuvotuata TN udnAou KivbUvou umoxpeoUVTaL VOl AELTOUPYOUV TA GUCTAUATA
ocUudwva pe TG 0dnyieg Tou mapodxou (apbpo 26)- va opilouv KatAAAnAa

10 Eyropean Commission, XpovoSidypauua yio. TNV €Qapuoy Tou kavoviouoU tne EE ya tnv texvntri
vonuoouvn, Brussels: European Commission, 2024.
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KOTOPTIOUEVO QVOPWTILVO TIPOCWTILKO yla TNV e€momnteia toug (apbpo 26)- va
SlaodpaAilouv otL ta dedopéva €l00S0U Elval AVIUTPOOWIEUTIKA Kal TANEN,
otav o Olaxelplotng eAéyxel TNV slwooaywyn twv dedopévwv (apbpo 26),
AapBavovtag, 6mou sivat epikto, umoyn tn dnuoypadikn mokilopopdia Twv
KAWIKWV MAnBuopwyv: va mtapakoAouBolv tn Aettoupyia kat tTnv andédoon Twv
ocuotnuatwy (apbpo 26)- va datnpouv apxeia Asttoupyiag mou puAldcoovtal
yla touAdxlotov €€l unveg (apBpo 26)- va avadépouv eykaipws cofapd
TIEPLOTATIKA OTOUG TIAPOXOUG KAl OTLG apUoSLeg apxEG (apBpa 26 kat 73), 16iwg
OTaV UTTAPXEL KIVOUVOG AVIOWV KALVIKWYV QTTOTEAECUATWV.

e Extipnon Avuktonov / Emmtwoewv ota  OgpeAiwdn  Akalwpata
(Fundamental Rights Impact Assessment /FRIA): Mpwv amd tv avamntuén
oplopévwy cuotnuatwyv TN udnAou kwwduvou, ol ¢opeic dnuociov Sikaiou,
KaBw¢ Kot LWOLWTIKOL opyaviopol mou mapéxouv SnNUOCLEG UnnpPEeoieg, opeilouv
va OlevepyoUv  Ektipnon AvTiktumou ota  OegpeAdlwdn  Akalwpata,
neplypadovrag TG Sladlkaoieg Xpriong TOU CUCTAMATOG, TIG OUASEG ToU
EVOEXETAL VA ETMNPEAOTOUV, TOUG OXETIKOUC KvOUVOUG KaBwg Kol TOUuG
HUNXOVIOUOUG TEPLOPLOMOU QUTWY, TA METPA ToU €xouv AndBel ywa tnv
avOpWTILVN EMOMTELQ KL TOUG HNXOVLOMOUG UTIOBOANG TAPATIOVWVY KABWE KOL TLG
KOLVOTIOLNOELG AUTWV OTNV apuodla apxn enomnteiag tng ayopag (apbpo 28). H
anaitnon aut eival Wolaitepa onUAvVTLKN yla Ta SNUOcLa VOCOKOUELD TIOAAWVY
KPATWV-UEAWY, KOOWC TapEXEL €VOV HUNXOAVIOUO EYKOLPOU EVIOTIOMOU KOl
QVTLUETWTILIONG KWWOUVWY, OLOKPIoEWVY KOl AVIOWV EMUTTWOEWY, HEOW TNG
QAVAAUONG TWV anmoTeAeopatwy AapBavovtag unton to ¢puAo kat tn GuAn, ey
amnod tnv avantuén/epapuoyn Twv cuotnuatwy TN.

Mépav tou KavoviopoU yia tnv TN, TO GUCTAUATA TTOU XPNOLHUOTOLOUVIAL OF
LOTPLKA TTAQLLOLOL UTLOKELVTOLL, OE CUYKEKPLUEVOUG KOVOVIOUOUG KOl KATELOUVTHPLEG
oényieg, ocuuneplapPfavopévou tou KavoviopoU vyl Ta latpotexvoAoyikd
Mpoidvtae (MDR)* kot tou Kavoviopol vy to In Vitro  AloyvwoTtikd
latpotexvohoyikd Mpoidvta (IVDR),*? ot onoiot puBuilouv thv achdlela Kat tnv
QTOTEAECHUATLKOTNTA TWV LATPLKWY TEXVOAoyLwv. Ol kavoviopol autot emBarAouv
™ KAWWKA afloAdynon kal tn ouvexny TmapakoAolBnon tng amodoong Twv
AOYLOUIKWY LATPOTEXVOAOYLKWY TIPOIOVIWY META TN O1dBeon toug otnv ayopaq,
cupnepA\apuBavopévwy Twv €epyoAEiwv TOU evowpatwvouv texvVohoyieg TN.
Ilaitepn €udaon, Sivetal otnv afloAdynon TNG AMOTEAECHATIKOTNTAG KOl TNG
LOOTLUNG AELTOUPYLOG TOUG HETALL SLadOpETIKWY OpAdWV aoBEVWY, OTIOU UTIAPXOUV
SlaBéopa emapkn kot KatdAAnAa dedopéva. ErmutAéov, ol KateuBuvtnpleg Obnyieg

11 European Union, Kavovioudc (EE) 2017/745 oxetikd ue Ta Latpotexvoloyikd rpoidvra (MDR), Official
Journal of the European Union, L117, Brussels: EU, 2017.

12 Eyropean Union, Kavovioudc (EE) 2017/746 oxeTikd e Ta Latpotexvodoyikd ipoidvra in vitro (IVDR),
Official Journal of the European Union, L117, Brussels: EU, 2017.
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Tou XuvtoviotikoU Opyadvou latpotexvoloyikwv MNpoioviwv (Medical Device
Coordination Group/ MDCG) OXETIKA LE TOV XOPAKTNPLOUO Kot TNV Tagvounon tou
NoylopikoV Baoetl tou MDR/IVDR, mapéxouv odnyieg yla Tov TpOTO XOpAKTNPLOHOU
Kot To€lvopnong tou Aoylopikov. 3 Ekel umoypoppiletal ot n tafvounon s€aptdral
amo tov MPoBAenOUEVO OKOTIO Xprong Kat OxL amnod tn 6€on tou AoylopikoU (m.x. av
Aettoupyel oto cloud 1} elval EVOWHATWUEVO OE CUOKEUR), evw mepllapfavovrtal
napadelypata amd mANPodOPLOKA CUCTAUOTO VOOOKOUEIWV KAl AOYLOMULKA
umooTNPLENG KAWIKWY anodacswyv, tovilovtag dlaitepa tnv avaykn afloAdynong
TiBavwy 51opopOoTOLNUEVWYV ETUMTWOEWV O€ SLadpOopETIKOUG MANBUCUOUG acBevwy.
Ot KateuBuvtripleg 0dnyieg tou MDCG yla TNV KALWVIKR KoL Aettoupyikn afloAoynon
TOU AOYLOUIKOU LOTPOTEXVOAOYLKWVY TIPOIOVIWY EVIOXUOUV TIEPALTEPW TNV ATaAiTnoN
n Tekunplwon va eival avaloyn HE TOV KAWIKO POAO TOU AOYLOULIKOU,
ouumnepAapBavovtag oTolxeia mou anmodelkviouV OTL N ATOTEAECUATIKOTNTA TWV
ovotnuAtwy TN Tapapével OUVeNNG METAEU TANOUCULOKWY OMASwWY ToU
Sdladopomnotovvtal pe Baon to PLOAOYLKO 1 KOWWVIKO GUAO Kal Tnv €BvoTikn N
dUAeTIKN TtpoéAeuon.t

H oxéon petaéL tou Kavoviopou yia tnv TN (Al Act) kat tng udlotapevng vopoBeoiag
yla Ta latpoteXvoloyika mpoiovia amocadnviletal ot KateuBuvtrpleg Odnyieg yia
tnv AMnAentiSpaon petal tou Kavoviopou yia thv TN kat tou MDR/IVDR.? To napdv
gyypado g€nyel 6tL 0 Kavoviouog yia tnv TN edapuoletal mapaAAnia pe toug duvo
QUTOUG KAVOVIOUOUC. TNV Mpagn, autd onuaivel 0Tt mMoAAG cuotipata tatptking TN
MPEMEL VA CUMHOPPWVOVTAL TAUTOXPOVA Kal HE TOL U0 KOVOVLOTIKA mAaiota. Ot
kateuBuvtnpleg odnyiec dleukpivilouv emiong mote €va Latplkd cuotnua TN Bewpeitat
vPnAou kvduvou cUpdwva pe Tov Kavoviopo yia tnv TN, KatL mou ouvnBwc cuppaivel
otav to (6o To cuoTNUA €lval LATPOTEXVOAOYIKO TPoiov N otolxeio acdaleiag evog
TETOLOU TPOIOVTOC KOl EMOUEVWG UTIOKELTAL o€ afloAdynon oupuopdwong amod
avegaptnto Slamioteupévo popéa. MNa tig Stadikaoieg mpounBeLwv TwV VOGOKOUEILWY,
QUTO €XEL ONUAVTLKEG TIPOKTIKEG CUVETIELEC. Ta VOOOKOWELQ Ba MpETEL va amaltouv ano
TOUG T(PONOEUTEG VA TEKUNPLWVOUV TO KAVOVLOTIKO KOBEOTWE TWV CUOTNUATWY TOUG,
ouuneplhappavopévng tng tafvopnong MDR/IVDR, tv avadopd SLamioteupévou
dopéa yla afloAdynon Omou autod amalteltal, tTn CURMOpdWON HE T ATOLTACELG
vdnAou kwvduvou tou Kavoviopou yia tnv TN, kaBwg KaL Tnv TeEKUnplwon t¢ anodoong
avd mAnBuoplakn opdda Kal TwV HETPWV TEPLOPLOMOU TwV TpokataAnPewv. O

13 Medical Device Coordination Group, KatevBuvtripleg 0bnyiec oyeTIka UE TOV YAPAKTNPLOUO KOl THV
taévounan tou Aoyloutkou otov Kavoviouo (EE) 2017/745 (MDR) kot otov Kavoviouo (EE) 2017/746
(IVDR), Brussels: MDCG, 2019.

14 Medical Device Coordination Group, KateuSuvtripiec 0dnyiec yia tv kAwikn aéoAéynon (MDR) kat
v aéloAoynon entdooswv (IVDR) AoyioLikoU o€ LaTPLKEC OUOKEVEC, Brussels: MDCG, 2020.

15 Medical Device Coordination Group & European Al Board, KateuSuvtrplec odnyiec oxstika Ue tnv
aMnAentibpaon uetaév twv kavoviouwv MDR/IVDR kat tou vOuou yla TNV TEYVATH vonuoouvn, Brussels:
European Commission, 2025.
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https://health.ec.europa.eu/system/files/2020-09/md_mdcg_2019_11_guidance_en_0.pdf
https://health.ec.europa.eu/system/files/2020-09/md_mdcg_2020_1_guidance_clinic_eva_md_software_en_0.pdf
https://health.ec.europa.eu/system/files/2020-09/md_mdcg_2020_1_guidance_clinic_eva_md_software_en_0.pdf
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en

oupBdaoelc mpounBelwv Ba TMPEMEL €MIONG VA OMALTOUV QMO TOUG avadoxoug va
TIAPEXOUV TNV amapaitntn tekpnpiwon, mAnpodopieg dtadavelag kot HETpa EMOMTELAG
mou xpelalovtal ocol eival umevBuvol yla TNV avamtuén Kal Asltoupyla Twv
ouotnuatwyv, ovudpwva pe Ttov Kavoviopd ywa tnv TN, ocupmnepllapBovouévwv
npoBAéPewv yla tn Staodpalion Sikalwv OMOTEAECUATWY ylot OAEC/OAouG TIG/TOUG
aoBevelg.

ErunAéov tou KavoviopoU yia tnv TN (Al Act), apketd eupwnaikd epyaleia xouv
onuaocia ywa tn StakuBépvnon Twv cuotnUAtwv TN OTOV TOUEQ TNG UYELOVOULKAG
nepiBaAPng. O Mevikdg Kavoviopog yia tnv Npootacia Asdopévwy (GDPR) e€akolouBeil
VoL aOTeAEL €évav BacLko MEPLOPLOWO yia TN Bloiatpikn kKot ta cuotrpata TN, kabwg ta
debopéva vyeiag anoteAolv L8IKN KATnyopio TPoowTKwY SE60UEVWY KAl N AVATTTUEN
OUCTNUATWY OE VOOOKOMELAKO TEPIBAAAOV cuxva amaltel tn Slevépyela EkTiunong
AvTIKTUTIOU OXeTIKA He TNV [pootaocia Aedopévwv (Data Protection Impact
Assessments/ DPIA).

O Kavoviouog yia tnv TN (Al Act) (apBpa 26(9) kot 27(4)) cuvSEeL pnTA TG TIPOKTIKEG
TWV UTELBUVWY AVATTUENG KAl AELTOUPYLOG TWV CUOTNUATWY HE TIC UTIOXPEWOELG YyLa
Extiunon Avtiktumou oxetikd pe tnv Mpootaocia Asdopévwv (DPIA) kat Bewpel tnv
Ektipnon Avuktinov / Emuttwoswv ota OgpueAwdn  Awouwwpata (FRIA)
CUMMANPWHATLKA TNG TMPWTING, N omoia pmopel va meplhapfavel v afloAoynon
Sl0popETIKWV  ETUMTWOEWY METAED TANOUCUIAKWY OpAdwv o0 OVAAUOELS TIOU
AapBavouv unodn to dUAo kat tn ¢uAr. EmutAéov, o Eupwnaiko¢ Xwpog AeSopévwy
Yyelag (European Health Data Space/EHDS) anookonel otn dteukoAuvon Tng acharolg
npoéoPaong oe Sedopéva vyelag TOCO yLa TNV TAPOXN UTINPECLWYV UYELOG 600 KoLyl TV
€peuva, OSlatnpwvtag TOpAAANAQ LOXUPEG EYYUNOEL( yloL TV Tpootacia Twv
SeSopévwy. 1 O EHDS avapévetal va Stadpapatiost onpavtikd podo otn Snuoupyia
TILO QVTUTPOCWIEVUTIKWY CUVOAWV debopévwy yla tnv avamntuén cvotnuatwyv TN otn
Blolatplkn, evioxvovtag ta pe afloAoynoeLg Tou Ba €XouV OTO EMIKEVTPO TNV LOOTNTA,
evw 0Oa pewvouv Tov Kivbuvo TNG UTIOEKMPOOWTNONG OMAdWYV aoBevwv pE
OUYKEKPLUEVA SNuoypadLKE XapaKTNPLoTKA. Y

TéAog, 6oov adopd tnVv KuPBepvoaoddletla, o Opyaviouog tng Evpwnaikng Evwong yla
v KuBepvoaoddAela (European Union Agency for Cybersecurity) €xel avomtu€el
kateuBuvtnpleg odnyleg oxeTW{OMEVEG HE TIPAKTIKEG KUPBepvoaodaleilag otnv TN. OL
odnyieg autéc umootnpilouv OTL UPLOTAUEVA OPYAVWTIKA TPOTUTA (OMWE MPOTUTAL
Swaxeiplong acdalelog kat ototntag ISO) pmopouv va TPOCAPUOCTOUV OTLG OVAYKEG

16 European Union, Kavovioudc yia tov Eupwnaikd Xwpo AeSouévwy Yyeiac (EHDS), Brussels: European
Union, 2024.

17 European Commission, Eupwraikéc Xwpoc AeSouévwy Yyeiac (EHDS), Brussels: European Commission,
2025.
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Twv ouvotnudtwy TN.'® O kateuBuvtrpleg odnyie¢ tou Zuvtoviotikol Opydvou
latpotexvoloyikwv  Mpoidvtwv  (MDCG) vywa v KuBepvoacddiela  Twv
LATPOTEXVOAOYLKWY  TipolovIwv  kabopilouv T0 TmAaiolo ouppopdwong Twv
KOTOOKEUAOTWY HE TG OXETIKEG amaltioelg Twv Kavoviopwv MDR kat IVDR, divovtag
€udoaon otnv edapuoyn Sadlkaclwv Slaxeiptong Kwwduvou kol otnv uloBétnon
Baotkwv pétpwv kuBepvoaodaletac.’® H toxupr StakuBépvnon tng kuBepvoaodEAetag
ouviotd BOepehwdn mopdayovta ywa T StaocdpdAion tng Sikaing Kat a&lomiotng
Aettoupylag twv cuotnuatwv TN. Méow tng mpootaciag TnG akepodTNTAG TWV
Sdebopévwy, NG aocdaloug mpocPaong o autd Kol TG afLOTILOTIAC TWV CUCTNHATWY,
HElwVETAL 0 Kivbuvog akouolag Stawwviong n evioxuong udlotapevwyv €uduiwy,
GUAETIKWV 1] EBVOTLIKWY OVLOOTHTWV.

JUVOAIKQ, TO TIOPATIAVW VOULKA epyaAeio Snuloupyolv éva oUVOeETO pPuUBULOTIKO
nepBaAlov evidg Tou omolou KaAouvtal va Aeltoupyrjoouv ta cuotiuata TN otov
TOMEQ TNG UYELOVOULKAG TiepiBaANG. To MPOTELVOUEVO POVTEAO pUBULONG CUCTNUATWY
TN yla Ta eVpWMAiKA SNUOCLO VOCOKOUELD £XEL OXESLAOTEL e BAON QUTEC TLG TECOEPLG
BAOLKEG VOULKEG «SLOLOTACELGY TIOU SLETTOUV TNV TPAKTIKY epappoyn tng TN otov Topéa
NG Lyeiag. Avtiotolya, TO LOVTEAO TTPOPAETIEL LLNXOVIOUOUG YLO TNV TTapakoAouBnon Kal
TOV MEPLOPLOUO EUPUAWV Kol PUAETIKWY OVIOOTHTWY O OAQ TOL 0TASLA TOU KUKAOU {wNG
TwvV ocuoTtnuatwyv Texvntig Nonupoouvng.

Evpwnaikda kot AweBvy MAalowa  AwokuBépvnong  Tou
epappolovtal otnv YrevBuvn Texvnti Nonuoouvn otnv Yyeia

Elval onuavtiko va onuelwOel OtTL To EUPpWTAIKA PUBULOTIKA KOl KOVOVLOTIKA TAaiola
ToU avoAUBnKav Topamavw amoteAoUV TO TIPWTAPXLKO VOUIKO BOgpéAlo yla Tn
SlokuBEpvnon TNG TEXVNTAC VONUOOUVNG OTOV TOMEQ TNG PBlolatplkng eviog g
EupwmnaikngEvwong. Mépav tou eupwmaikol puBuLotikoL rieptBailovtog yia tn TN otn
Blotatpikn, Stadopa pn deopeutikd Slebvr) epyaleia mapExouv KaTteuBUVOELG yLa Tn
Swoxelplon Twv KwdUVwv mou ouvdéovtat pe tnv TN. Ta mpoocBeta mAaiola
SlakuBépvnong mou efetalovral otnv mapoloa €votTNTA TtapoucLalovTal yla va
avadeifouv NMPaKTIKEG Kat LeBOSoug edappoyrg Tou uopouv va alonotndouv oto
EUPWNAIKO TAAIOLO, AELTOUPYWVTIACG TIAVTIOTE CUMMANPWHATIKA OTL( EUPWTTAIKEG
VOULKEG OLTTALLTAOELG KO OTLG APXEG TWV BepeAlwdwy dikauwwpatwv. H aflomoinon toug
TIEPLOPLIETAL OE TEPUTTWOELS TIOU TiPoodEpPouV xpAoLua mapadeiypata amd AAAEG
dwkalobooieg, otic omoie¢ €xouv NnNdn edapuootel avriotoloL pnxoviopotl

18 European Union Agency for Cybersecurity (ENISA), KuBepvoaogdAeia tne TN kat tuntortoinon, Athens:
ENISA, 2023.

19 Medical Device Coordination Group, MDCG 2019 16 Avad. 1 — KateuBuvtrplec odnyiec yia_tnv
KUBEPVOXOQAAELD TWV LATPIKWY CUCKEUWYV, Brussels: European Commission, 2020.
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SlokuBépvnong, 6lwg otou¢ Topelc twv povtéAwv Slaxeiplong kwwduvou, TOU
oAyoplBuLkoU eAéyxou Kot TNG a&loAoynonG BECUIKWY ETUTTWOEWV.

Mo napadeypa, 1o MNAaiolo Awaxeipiong Kwvduvwv Texvntr¢ Nonupoouvng (Al Risk
Management Framework/Al RMF) tou EBvikou lvotitoUtou Mpotunwy kat TexvoAoylag
Twv Hvwpévwv MNoAwtewv (National Institute of Standards and Technology/ NIST)
NPoodEPEL Lot OAOKANPWHEVN TIPOCEYYLON yLla TN Slaxeiplon KvdUVwWV O cuoThuaTa
TN, mou epapudletal oe OAa T OTASLA TOU KUKAOU {WI¢ QUTWV KAl OPYAVWVETAL yUPW
amnod tn owotn dltakuBEpvnaon, Tn xaptoypadnon, Tnv afloAdynaon kat tn dlaxeiplon twv
KSUVwv.2° To mAaiolo autd avadelkviel pntd T SIKAOCUVN KL TNV QVTLLETWITLON
eTUPBAABWV HOPPWV TTOU TIPOKUTITOUV aTtd TPOKATAANPELG WG KEVIPLKEG SLACTACELG YL
Vv aflomotn xprion tng TN. EmutAéov, oto mAaiolo tn¢ Sladikaoiag evtomopol Kalt
afloAdynong kwduvwv, evBappuvovtol Ol Opyaviopol va ovayvwpioouv Kot va
avaAUoouv TUOOVEC OLOPOPETIKEG ETUMTWOELG METAEU EMIUEPOUC TANOUCULAKWY
opadwyv, Aappavovrag umoyPn MOPAYOVIEC OMWE TO BLOAOYIKO KoL KOWWVIKO ¢UAO,
KaBwg kal tn PUAETIKA Kol €OBvoTIK TPOEAEUON. ZKOTMOG €lvol N EVOWHATWON
UNXaviopwyv Staodailong tng a&lomioTiog TOU CUCTHUATOC Kal EAEYXOU TwV KVEUVWV
og OAa Ta otadla oxedSlaopou, avamtuéng Kol mapakoAouBnong tou, cuvdualovrag
TEXVIKEC afloAOYNOELC HUE OpYyOVWTIKEG Sladikaoieg Aoyodooiag. MNa ta voookoueia,
Saitepn afla tou MAaloiou Awaxeipiong Kwvbuvwv Texvntng Nonpoouvng (Al RMF),
amoteAel n SuvaTOTNTA UETOOXNUATIOUOU TOU OE CUYKEKPLUEVEC TIPAKTIKEC, OMWG O
cadng KaOopLoHOC OPUOSLOTATWY yla TV €EMONTEia {NTNUATWV LooTNTAG, N
cuotnuatiky afloAdynon tn¢ amdédoon¢ twv cuotnuatwv TN oe StadopeTikeg
TANOUOULAKEG OPLASEG KOLL OL TEKUNPLWHEVEG OTPATNYLKEG MEPLOPLOOU KVvdUVWY, 0TO
TAQOLO HLOG EUPUTEPNG TIPOCEYYLONG TTou BaoileTal ota Sikawpata.

e eninedo OSlaxeiplong, to mpotumo ISO/IEC 42001 tou AteBvolg Opyavicuou
Tumnonoinong (ISO), kaBopilel mpoUMOBETELC yIa £Va OPYAVWTLKO GUOTNHA SLOXELPLONG
ovotnuatwv TN, eotialovtog o TOALTIKEG, OTOXOUG, SLOSIKOOIEC KAl PUNXOVIOUOUG
ouvexoU¢g Behtiwong pe otdxo tnv unmevBuvn xprion auvtwv.?t Av kat Ssv kabopilet
OUYKEKPLUEVOUC TUTouCG PBAaBwv, umootnpilel TNV EVOWHATWON TWV ApXWV TNG
Skaoouvng Kal TNE KN SLaKPLoNG oTLG TIOALTIKEG TTou adopolV TNV 0pyAVWaON KOl TOUG
UNXOVIOHOUG €A€yxou KWOUVWYV, ETUTPEMOVIAC OTA LSpUMATA VA OVTLHETWII{OUV
OUVTOVIOUEVA TIOAVEG TIPOKATOANPELG WG TTPOC TO PUAO Kot TN GUAR. ZUUMANPWHOTLKA,
10 mpotumo ISO/IEC 23894 mapexetl kaBodrynon yla TNV EVOWUATWon tnS Staxeiplong
KwéUvwv otnv avantuén kot epappoyn cuotnuatwyv TN, cupneplappavopévou tou
EVTOTILOMOU KOL TNG OVTLUETWTILONG TOUCG, oL omoiol oxetilovtal HPeE OKOUOLEG N

20 National Institute of Standards and Technology, [MAaioto Awayeipionc Kwuvwy Texvntric Nonuoauvne
(Al RMF 1.0), Gaithersburg, MD: NIST, 2023.

21 |nternational Organization for Standardization, ISO/IEC 42001:2023 — SUotnua Stoxeiplonc Texvntric
vonuoouvng, Geneva: ISO, 2023.
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SuoaVAAOYEC EMUMTWOELS 08 SLadOPETIKEC TIANBUOHLAKES OUASEC.?? ELSIKOTEPA OTOV
Topéa tNG KAWIKNAG TN, to mpoturmo ISO 14971 mapéxel éva Sopnuévo MAAICLO apXwV
Slaxeiplong kwwdlvou, TO OMOIO XPNOLUOTIOLE(TAL €UPEWCG Yyl TN puBUION Twv
LOTPOTEXVOAOYIKWY TIPOIOVIWY. Ol OpXEC QUTEG TEPAOUBAVOUV TN CUOTNUATLKA
avayvwplon Kwduvwy, tTnv afloAdynon Kal Tov €Aeyx0 TOugG, KABwWC KoL Tn ouVeXn
nopakoAouBnon og dAa ta otddia Tou KUKAOU Lwr¢ Tou Tpoidvtoc.23 O Stadikaoieg
OUTEG MmOpoUV va  emektaBouv wote va  meplhapPfavouv v  afloAoynon
SladopomnoltoeEwV oTNV AMOTEAECUATIKOTNTA TWV CUOTNUATWY - WG popdn duvntikAg
BAGBNC- avapeoa o SladopeTikéC MANBUOULAKEG opadec. Ta mapandvw mpdTuma ivat
WSlaitepa xprolpa, Kabwg MPoTeivouv o SOPNHUEVN APXLTEKTOVLKN EVOG GUOTHOTOG
Slaxeiplong novu pnopei va uoBetnBei ano ta voosokopeia. MapdAAnAa, mopEXouv UL
KoLV YAWOoOoQ yla TNV EVOWUATWON anapaitntwy npolnobécswv mou oxetilovral Ue
InTApaTa LooTNTag, Onwe N afloAdynon anddoong amoTeAECUATWY ava TTANBUCULAKD
opada Kal N AVILHETWITLON TwV PoKataANPewv otig Sladlkaoieg mpounOeLwy Kal oTLg
OUUBAOCELG LE TTPpOUNOEeUTEC.

Eniong, ta mAaicla nBwkng SltakuBEpvnong MAPEXOUV HLOL ONUAVTLKY KOVOVLOTIKN
kaBodnyynon. Ou KateuBuvtripleg Odnyieg tng Eupwmnaikng Emtpomnng yla ASLomiotn
Texvnt) Nonpoouvn (Ethics Guidelines for Trustworthy Al) anoteAoUv €va XproLlo, av
Kot pn SeopeUTIKO, epyoleio.? Ou obnyieg autéc opilouv emtd (7) amapaitnteg
npouUmoBéoelg yla unevBuva cuotpata TN, petafl tTwv omoiwv mepAapBavovral n
nowlopopodia, n pun dtakplon kat n dikaoovvn, oL OTOLEG OUCLAOTIKA UTtoypapuilouv
NV avaykn npoAndng, avIleTWoNG Kat anoduyns popdwv npokataAnPewv kabwg
Kot tnv afloAdynon TwvV EMUTTWOEWV aUTWV o€ TMANBuopoUG pe SladopeTika
Snuoypadikd XapaKTNPLOTIKA, OTMwG To PpUAO Kal n PUAeTIK mpoéAeuon. H Alota
Aflohoynong ywo Afomiotn Texvntry Nonuoouvn (Assessment List for Trustworthy
Artificial Intelligence/ ALTAI), n omola avamtuxdnke and tnv Opdada Epnelpoyvwuovwy
¢ Evpwmaikig Emttpomig yia tnv TN, UETATPEMEL TG Mapandvw odnyieg oe éva
epyadeio avtoaloAdynonc.?> 3to mhaiolo evog povtélou umevBuvng SlakuBEpvnong
™¢ TN otov Topéa TNG UyElovouLkn G TepiBaAdng, n Wblaitepn afia tou ALTAI €ykeltal
otn Hopdn Tou WG pia AloTa EpWTNUATWY, TTOU UNMOPEL VUL EVOWHATWOEL OE TIPAKTIKEG
eAéyxou ywa Stadikaoieq mpounOewwv Kal avantuéng cuotnuatwv. Me tov TpOmo
auto, evBappuvovtal oL eumAekopevol dopei¢ va efetalouv InTAHATa OMWE N
QVTUTPOCWTEUTIKOTNTA TwV Sedopévwy ekmaibevong Twv cuotnudtwy TN, o kivéuvog

22 |nternational Organization for Standardization, ISO/IEC 23894:2023 — Awayeipton KivEUVWY TEXVNTHC
vonuoouvng, Geneva: ISO, 2023

23 |nternational Organization for Standardization, [SO 14971:2019 — latpikéC ouTKeUEC: EQapuoyn Thne
Stayeiplonc kivéUvwv OTIC LATPLKEC CUOKEVEC, Geneva: I1SO, 2019

24 European Commission, KateuSuvtriplec ypoauuéc Seovrodoyiac yia uia aflémotn Texvntr vonuoouvn,
Brussels: European Commission, 2019.

25 European Commission, KatdAoyoc A&oAdynonc yia A&iémiotn Texvntri Nonuoouvn (ALTAI) —
AutoaéloAoynan, Brussels: European Commission, 2020.
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EUPAVIONG AVIOWV KALVIKWVY OTTOTEAECUATWY KAl N EMAPKELA TWV HETPWV MPOoTACiag
EVOVTL ETUTTWOEWVY TIOU TIPOKUTITOUV amo SLAKPLOEL], EVOWMATWVOVTAG £TOL TN
Slaotaon INTNUATWY LOOTNTAG OTIG KABNUEPWEG OmMOdACELS KALWVIKWY, TEXVIKWV
OTEAEXWV KAl SLOLKAOEWV VOOOKOUELWV.

ATO TNV OMTIKA TWV avOpwTivwy SIKALWUATWY, N ZUUPBacn-TAaiolo tou ZupBouliou Tng
Eupwmng OXETIKA HME TNV TEXVNTH VONnUoouvn Kal T avOpwrmiva SKolwpata, Tn
dnuokpatia kal to Kpatog Sikaiou (Framework Convention on Al) amotelel éva
dlaitepa onUaAvIikod VoULKO gpyaleio, kaBwg otnpiletal oTIg apXEC TNG avOpwvng
aglonpénelag, Tng dtadavelag, Tng Aoyodoaoiag, TG LodTNTAG, TNG KN SLAKPLONG KaL TNG
TPOOTACIOG TNG LOLWTLKOTNTOG, TAPEXOVTOG €va OodEC VOULKO TAQiolo yla tnv
QVTLUETWTILON TWV  EMUTIWOEWYV TOU  TPOKUTITOUV  amd TS  SLakploelg,
ouuneplhapBavopévwy ekeivwv mou oxetilovtal pe €UPUAEG 1| DUAETIKEG HOPPEC
npokatdAnPng ota ouotrpata TN. 26 Avtiotouya, ot Apxég yia thv Texvntr Nonpoouvn
Tou Opyaviopol OKOVOULKHAG Zuvepyaoiag kat Avartuéng,?’ kat n SUotaon tng UNESCO
vy ™ Aeovtoloyia tng Texvntic Nonpoolvnc,?® mapéxouv 6BV KOVOVLOTIKN
kaBodryynon, evbappuvovtag TOV EVIOMIOUO Kal TOV HETPLAcHO Sucavaloywv
ETMUMTWOEWV UETAEL SladopeTikwV TMANOUCOUIAKWY OHASWY Kol €VIoXUOVTAG TNV
nenoiBnon otL ta cuotpata TN Sev MPETEL VoL avaTapAyouV 1 Vol EVIOXUOUV SOUILKEC
KOWVWVIKEG avLooTnTeG. EWSikOTeEpa, 6oov adopd tnv NOKA dtakuBEpvnon tng TN otov
Topéa TNG uyeiag, o Maykoouog Opyaviopog Yyeiag (MOY) €xel datunmwoel €L (6)
BepeAlwdeLg apXEG: TNV auTovouia, TNV eunuepia, TNV emefnynoluotnta, tTnv eubuvn,
TV LOOTNTO KOl TNV aVvTOmoKPLopotnTa.?’ H apxf tng wotntag, emiBEAAEL tnv
agloAoynon nmibavwv dLadoponoLoewV OXETIKA HE TV MPAoBaon, TNV anodoaon Kot
o anoteAéopata Twv cuotnuAatwv TN petafy Siadopetikwv opadwv acbevwv,
Aappavovtog urtoyn mapAayovteg Onwe To BLoAoyko ¢puAo, To KowviKO GpUAo Kot T
duletikn npoéAevon.

Ta 61ebvp auta mAaiowa umevBuvng SlakuPBépvnong ouvdéovial QUECA HE TIG
amaltnoelg Tou Xaptn Ospedlwdwyv Aalwpatwy the Eupwnaikng Evwong OXETIKA Ue
™V avOpwrivn aflOMPEMELQ, TNV LOOTNTA, TN KN SLAdKpLon Kal To SiKalwpa otnv Vyeia.
MapaAAnAa, potpalovtal pia kown épdacn otn StakuBépvnaon ko’ 6Ao tov KUKAO {whG
TWV CUOTNUATWY, APXEC OL OTIOLEC UTTOPOUV VOl HETAPPACTOUV AUECA OFE TIPAKTLKOUG
UNXavIopoU¢ eA€yxou kat Aoyodoaiag yla Ta dpUpata UYELOVOULKAG epiBaAng.

26 Council of Europe, StuBaon-MAaioto yia tnv Texvnti Nonuootvn (CAI), Strasbourg: Council of Europe,
2023.

27 Organisation for Economic Co-operation and Development, OECD Apyxéc tou OOJA yia tnv Texvntn
Nonuoouvn, Paris: OECD, 2019

28 UNESCO, Juotaon oyxetika ue tn Seovrodoyia tn¢ teyvntic vonuoouvng, Paris: UNESCO, 2021.

29 World Health Organization, H9wr kat AtakuBépvnon tnc Texvntic Nonuoouvnc atov Touéa tne Yyeiac,
Geneva: WHO, 2021.
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Aldaypata amo SlaTopeaKA PUOULOTIKA LOVTEAQ

Topelc pe vPnAa emnimeda teXVOAOYLKWY KIVOUVWY, OTIWCE N agpomopia, o TPATETILKOG
KAQSOC Kal n ¢apuaKeUTIKA Blopnyxavia, €xouv avamtuéel edw Kol MOANA xpovia
e€ellyuéva ovotnuata SwakuBépvnong ywa tn OStaxeiplon toug. Ou topeic autol
NPoop£POUV TIOAUTIUEG TIPAKTIKEG pUBLILONG, OL OTOLEG UMOPOUV VOl TTPOCAPHOCTOUV
otn StakuBépvnon twv cuotnuatwy TN oTov XWPOo TNE UYELOG KAL OTNV QVTLLETWIILON
ouvadwv MPOKANCEWV Tou oxetilovtal Pe mpokataAnPelg Adoyw puAou Kot GUAETIKNG
TIPOEAEUONG.

Mapott n €uduin f duAetikn pokataAnn dev amotelel texvoloyikd kivbuvo Ue Tn
OTEVH €vvoLa TOU OpoU, avadUETAL WG KOWWVIKO-TEXVLKOG Kivduvog otav ta dedopéva,
oL aAyoplBuoL Kal Ol TIPOKTIKEG OPYAVWONG TWV CUCTNUATWY, aAAnAoemiSpolv He
SOULKEC AVLOOTNTECG OTOV XWPO TNG UYELOVOULKNG TtepiBaAPng. Zto mAaiolo autd, o 6pog
«kivbuvog» avadépetal otnv ekdNAWoN TNG MpokataAnyng oe eminedo cuoTHUATOC,
OMWC OUTA QITOTUTIWVETOL OTA OMOTEAECUATO, OTIC AMOPACEL] KAl OTIC KALVLKEG
eKBAOELG, Ttapa otnV apxLkn attia Snuouvpyiag tng. O (810G 0 TOPENC TNG UYELOVOULKAG
neplBaAng Slabetel ektevy dedopéva mou KatadelkvUouv TNV UTIAPEN AVTLOTOLXWV
dALVOUEVWY, OTIWG OL TEKNPLWHEVEC SLaPOPOTIOLOELG 0T SLAyvVwon, 0T BEpameuTIKA
QVTIHETWIILION Kot otnv MPOoPAedn kwvduvou petafl mAnBuoulakwy opadwv Tou
Slakpivovtal pe Baon to dpUAo kat tn GUAETIKA / €OVOTIKN TPOEAEUON. JUVEMTWG, T
napadelypatra and aAAou¢ TOUEIC AelToupyoUV GUUTNANPWUOTIKA TIPOG TOL EUMELPLKA
6ebopéva TOU XWPOU TNG UYELOVOULKAG TepiBaAdng, kabwg oavadelkvuouv
SOKIHAOUEVOUG pnXaviopoUg SltakuBEépvnaong yla tn Slaxeiplon cUVOETWY CUCTNUATWY
uPnAol avtiktumou, evw ta Sedopéva amo ToV XWPO TNG UYELOVOULKNAG TepiBaAding
TEKUNPLWVOUV TNV aVAyKN EPOPUOYNE AVTIOTOLXWV PUOLLOTIKWY UNXOVIOUWV.

Eva oxetkd mapddelypa amoteAel 1o Zvotnua Awaxeipiong Aoddaielwag (Safety
Management System — SMS) mou edapudletal otnv agpomnopia. Ot Slebveig kavoviouol
TIOALTIKNG aepomopiag avilpeTwmnilouv TNV aoddAela OxL WG MU HMEUOVWUEVN
Sladkaoia motonoinong, aAAd w¢ PLo CUVEXWG EEEALOCOEVN OPYAVWOLAKNA TIPAKTLKA
nou Baoiletal otov evtomiopo Kwwduvwv kat tn dlaxeiplon toug, otn StacdaAiion tng
aopAAElag HEOW HNXAVIOMWV TapakoAolBnong kal eAéyxou, otn Olaxeiplon
ETUXELPNOLAKWY oAAaywV Kat otn ouvexh BeAtiwon twv Swadikaotwv.3® H edpappoyn
OUTAC TNG Tpooéyylong otn SlakuBépvnon twv cuotnuatwv TN oTov Xwpo NG
uyelovoulkng mepiBaAPng Oa pmopoloe va oénynoet otn Snuioupyia €vOg
«Zuotnpatog Awaxeipiong Aodpaierag TN» (Al Safety Management System), To onoio
00 EVOWMATWVEL MAPARETPOUS LOOTNTAG, OTIWC:

30 |nternational Civil Aviation Organization, Eyxetpidio Atayeiptong Aopalsiac (Eyypapo 9859), 4th ed.,
Montréal: ICAO, 2018.
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(1) T Snuoupyia pnxaviopou avadopdg KIvOUVWV Kol TIEPLOTATIKWY TTIOU WOTOCOo Oev
odnynoav oe BAAPN (near misses), péow TOU omoiou oL KAWLIKOL enayyeApaties Ba
urmopoUv  va  Kataypadouv TOaveEG TEPUTTWOELS  EUPUAWV 1 PUAETIKWY
npokataAnPewv-

(2) Tn dlatpnon enionuou pnTtPwou KWdLVWV yla kabe cuotnua TN, oto omoio Ba
kataypadovtat ot Sladopomnmoloel; ota  onmoteAéopata  PETAEY  SladOopETIKWY
MANBUOULOKWY OHAdwV aoBeVWV:

(3) Tnv edappoyn Stadikaowwv eAéyxou allaywyv, HEow Twv omolwv Ba afloloyeital o
avtiktumog twv avaBoabuicewv Twv povtéAwy, Twv PeTafoAwv ota dedopéva i Twy
TPOTIOTIOLOEWV OTLG KAWVIKEG Sladilkaoieg kal ota amoteAéopata 6oov adopd TV
LlooTNTA KOl

(4) tn Slevépyela meplodikwy afloAoynocwv aodAAelag Le SLOPOWTIKEC EVEPYELEC TTOU
OVTIUETWII{OUV TOOO TEXVLKOUG KLVOUVOUCG, 000 KOl EVIOTIOHEVEG EUPUAEC Kol
dUAETIKEG aviootnTteC. H mpooéyylon auth Pploketal og cupdwvia pe tov Kavoviopo
yla tnv TN (Al Act) (apBpa 9 kat 72), mou adopd otn Staxeiplon KvdUvwv og OAa ta
otadia Tou kKUKAou {wng Twv cuotnuatwy TN Kal otnv mapakoAolBnaon Toug LETA TN
S61abeon otnv ayopa.

Mia SeUTEPN XPrOLUN TIPAKTIKI TIPOEPXETAL OO TOV XPNHUATOTILOTWTIKO TOUEQ, OTOU
oUVOEeTA TTOOOTIKA £pYOAEia AVTIHETWIIOVTOL WE «LOVTEAQ» TIOU ATIALTOUV QUOTNPEC
Stadikaoieg avamtuéng, avedptntng eMKUPWONG Kal EMOMTELNG TNE SLakuBEpvnong.
210 MAQLOLO TNC TPAMEILKAG ETOMTELOC, avTioTolya LoVvTEAa Slaxeiplong Klvbuvou €xouv
epapuootel oe Sladopec Sikalodooieg, omwe otic Hvwpéveg MoAlteieg (m.x. ot
Enontikég KateuBuvtrpleg Odnyieg tng Opoomovdiakng Tpamnelag twv HMA oXETIKA PE
10 Mpotuno/ Movtélo Aloxeiptong Kwvdivou), mapexovtag €va mopadelypo ylo T
epappoyn) Sladikaowwyv EMKUPWONG €Aéyxou Kal aveEaptntng afloAdynong
HovTEAwv.3!

AVTIOTOLYEG TIPAKTIKEG UMOpoUV va edappootolv o€ cuotipata TN otn Bloiatpikn,
wote va Swaodaliletar OtL taa gpyaleia umootnpEng KAWWKWY anodpAacewv
untofaAlovtal o avefAPTNTn EMIKUPWON (ECWTEPIKA N EEWTEPLKA) TPV Ao TNV
£L0AYWYN TOUG O0TNV KAWLIKI TIPOAKTIKA, LE EL8IKN afloAdynon tn¢ anddoorng Toug os
Stadopetikég MANOUOULAKEG OUASEG HE SLAPOPETIKA XOAPAKTNPLOTIKA WG MPOG TO
$UAo kot tnv Ppuletikn N €Bvotikn mpoéAevon. Ta Baolkd TekpnpLa EMkUpwong Ba
TPENEL va mepAapfdavouv tnv meplypadn Tou okomou Xprong Tou CUOTAUATOG, TWV
opilwv Aeltoupylag Tou, TWV YVWOTWV TEPLOPLOUWY TOU, KABWE Kat TG amoddoong tou

31 Board of Governors of the Federal Reserve System and Office of the Comptroller of the Currency,
Enontikéc katevduvtnpleg odnyiec yia wn dtayeipton tou kiwvduvou povreAwy (SR 11 7), Washington, D.C.,
4 April 2011.
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avad mAnBuoptakn opdda, cupnephapfavopévwy tuxov dtadopwv KabBwe Kot LETPWV
HETpLOOUOU. H emavemkUpwon Oa Tpémel va evepyomoleital otav To ocloThUO
epapudleTal o VEO OpyaVIOUO UYELOVOULKAG TeplBaAng, o SladopeTikd MANBUGUO
aoBevwv, 6tav cuVOEETAL LE VEO EEOTTALOUO 1) TTPWTOKOAAQ, OTOV TPOTIOTIOLELTAL OTTO TOV
Tapoxo N mapouclalel evdeifelc umofabuiong tng amodoong tou. OL TPAKTLKEG AUTEC
ouvadouv pe tov Kavoviopo yiwa tnv Texvnt Nonuoouvn (dpBpa 13, 14 kat 60), o
omnoiog emBAAAeL T Sie€aywyn Sokipwy, Tn Stadavela Evavit Twv GopEwv ebapuUoyng
KL TNV avOpWTILVN EMOTTELA LE OKOTIO TOV EVTOTILOUO Kal TNV POANYN tng umtepBOALKA G
e€aptnong and autopatomnolnuEVeS anodpaoels (automation bias), Stacdalilovrag otL
n ¢dpovtida nmou unootnpiletal anod TV TeExvNTH vonuoouLvn sivatl aohaAng kat Sikatn
yla OAEG TIG SLaPOPETIKES MANOUCULAKEG OUADEC.

‘Ocov adopd otn SLaKUBEPVNON TWV CUCTNUATWY LETA TNV AVATITUEN TOUG, TO LOVTEAO
pUBULONG OTOV XWPO TWV GOPUAKWY TTAPEXEL LA LBLALTEPA XPrOLUN TIPOKTLKY, AUTH TNG
«dapuakoenaypunvnong» (pharmacovigilance). ¥to mAaiolo autd, oL AVEMIBUUNTEC
EVEPYELEG Kal Ta onuota achaAelag cuAAéyovtal, afloAoyolvtal kot avoaAlovtal
OUCTNHOTLIKA YLOL TOV EVTOTILOUO VEWV KLVSUVWV. ZUYKEKPLUEVA, To Mépog VI Twv OpBwv
Mpaktikwv @Dappakosenaypunvnong (Good Pharmacovigilance Practices/GVP) tou
Eupwnaikoy Opyaviopou @appdkwv (European Medicines Agency) kaBopilet
AEMTOUEPELG AMALTACELG yLa T GUAAoyN, Tn Slaxeiplon kat tnv umoBoAn avadopwv
OXETIKA e UTTOYPLEC AVETIBUUNTWV EVEPYELWY, AVTOVAKAWVTAG L0t OALOTIKA TIPOCEYYLON
otnv avadopd TEPLOTATIKWY Kol tnv Tapakoloudnon touc.3? M avtiotolyn
TPOCEYYLON «emaypumvnong ywa tnv TN» (Al-vigilance) Ba umopouoe va emtpéP el ota
VOOOKOMELa TNV Kataypadn, afloAdynon Kot avaAuon MEPLOTATIKWY TToU oxeTi{ovTal
HE KAWVIKEC amodAoELS EMeLTa Ao TN Xprion cuotnuatwy TN, pe Wiaitepn éudaon otov
EVTOTILOUO TLOAVWY EMUTTWOEWV TIOU TIPOKUTITOUV OO TPOKATAAAPELS KaBwg Kot
{nTNUATWVY LooTNTAC.

‘Eva tétolo ovotnua Ba pmopouoe va mepl\apPavet:

(1) ouvotnuoatiky umtoPoAr] ekBEoswv TOU KaTAypADEL TUXOV TOPATNPOUUEVEG
aviootnteg otn dpovtida r ota amoteAéopata avaloya HE TO PBLOAOYIKO Kol TO
KOWWVLKO U0 1 TI¢ PUAETIKEG/eOVOTIKEG SladopEg,

(2) umoxpewtikn Kataypoadry cofapwv TEPLOTATIKWY OTA OMOLO Ol TIPOKATUANYELS
evoéxetal va cuveéBaiav otn Sltadopomolnpuévn LETAXELPLON TwV aoBevwY,

(3) umoxpewoelg yvwotomoinong OToV TAPOXO KOL OTIC OPUOSLEC apPXEC TwV
npoPBAnuAaTwy mou oxetilovtal pe {NTHUATa LoOTNTAS (EVNUEPWON TWV APXWV EAV OL
npokataAnPelc odnyouv oe ocofapry BAAPN, Oonwg sodalpévn Slayvwon f avion

32 European Medicines Agency, Evétnta VI tou GVP: SuMoyr kai urtoBoAr ava@popwVv ylo UNOITEC
averuduuntec evepyeleg, London: EMA, 2017
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LETAXELPLON, EVW OL CUVABELS AVIOOTNTEC TTOPAUEVOUV OTO TAQLOLO TNG ECWTEPLKAG
TIapaKoAoUONOoNG TNG IoLoTNTAC), KOl

(4) unxaviopoU¢g avixveuong taoswv Kal evdeifewv nou evronilouv avaduodpeva potifa
TPoKATAANPEWY OE TUAUOTO, EYKATAOTACELS | OTO EUPUTEPO SIKTUO UYELOVOULKNAG
nepiBaAngc.

Mua tétola Sdadikaoia mapakoAoubnong Ba emETpemne v epopuoyr) TMPOANTITIKWY
HMETPWV TEPLOPLOHOU KvdUVWV Kol tn ouvexn PeAtiwon, SiaodaAilovrag OTL n
nepiBaAdn mouv umnootnpiletal amnod tnv Texvnth vonuoouvn Sev gival povo aodainig,
OAAQ KOL LOOTLUN.

Téhog, epyaleia dnuoolag StakuPépvnong, Omwe ot afloAoynoelg aAyoplOuikou
OVTLKTUTIOU Kal Ol €AEyXOL YlO EVTIOTIOUO TPOKATAANYEWY, TIPOOPEPOUV TIPAKTIKES
pHeEBOSOUC yla TNV aloAdynon TwV KOWWVIKWY EMUTTWOEWY TWV OLUTOUOTOTIOLNUEVWY
ouotnuatwyv AnPng anmoddcewv, UUMEPNAUBAVOUEVWY TIBOVWY AVICOTATWY HETAEY
Twv Stadopetikwy GUAWY N dUAwv. Ta epyaleio QUTA LETATPEMOUV TLG NOLKEG APXEG
Kal T pOTUTA. avOpWIivwy SIKAlwHATWY 0 epapUOoLUeS Sladilkaoleg, HEoW TwV
omoiwv oL opyaviopol umopouv va evtormnilouv Kal va mepLlopilouv mBavVES aviooTnNTEG
TIPLV IO TNV AVATITUEN TWV CUOTNUATWV. MNa mapddelyua, n opoomovsiakr ASLoAdynaon
AlyopBuikou Avtiktumou tou Kavada afloloyel Toug kKivdUvoug Twv cuotnuatwy TN
KOL TOUG OUVOEEL HE OUYKEKPLUEVA HETPA HETPLOopOL,® avtetwniloviag tnv
avamntuén tng TN wg {ntnua Slaxeiplong eMUMTWOEWV. AVTIOTOLXQ, N TIPOCEYYLON TNG
TOANG t¢ Néag Yopkng yla gpyaleia avtopatomolnpévng Andng anodpdacswv otnv
anaoxoAnon amnattel €Aéyxoug HepoAnPiag Kal UTOXPEWOEL; Onuoctlomoinong
nAnpodoplwv.3* & autd To MAALOLO, T VOOOKOUELQ KOL OL OPYAVWOELG TNG KOLWVWVIOG
TWV MOALTWYV OTOV XWPO TN¢ Lyeiag Oa prnopoloav va epaproocouv Eva OAOKANPWHEVO
«Nakétro A§loAoynong kat EAéyxou Avrtiktumou TN», to omoio Ba cuvduadlel éva
SOMNMUEVO EPWTNHATOAGYLO ECTLALOHEVO OTNV LOOTNTA HE TIEPLOSIKOUG aveEAPTNTOUG
€AEyXoug Skaoouvng, TOAPEXOVIAG TEKUNPLWHEVN EKOVA TG amédoong Ttwv
ouoTNUATWY 0 SLAPOPETIKEC TANBUCULOKEG OUASEC KAl TWV HETPWY QVTLUETWITILONG
nou epapuolovrat. H epappoyr evog tétolou mAatoiov Ba evioxue tn dadavela, tn
dnuoola Aoyodooia Kol TNV eumiotoouvn Twv aocBevwv otn $ppovtida uyeiag mou
urnootnpiletatl and TN. H eVOWHATWON KAVOVIOTIKWY HMOVIEAWV OO TOUEIC OMwE n
aodpaAela tng agpomoplacg, n dlaxeiplon KWSUVOU XPNUOTOTILOTWTLKWY HOVTEAWY, N
dappakosmaypunvnon Kot n alyoplButkn StakuBEpvnon, €XEL WC OTOXO TN OKOTILUN
puetadopad kablepwpévwy apxwv StakuPBeépvnonc. Ot Topeic autol emAEXONKav emeldn
epapudlouv oTNV MPALN CUCTNUOTLKEG TTPOOEYYIOELG EVIOTILOMOU, TTapakoAouBOnong Kot

33 Treasury Board of Canada Secretariat, AfloAdynon twv emntwoewv twv_alyopiduwy, Ottawa:
Government of Canada, 2026.

34 New York City Department of Consumer and Worker Protection, EpyaAcia autouatoronuévngc Angng
AITOPATEWV OYETIKA UE TNV artacyoAnon, New York: City of New York, 2023.
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HETpLOOUOU KIVOUVWV 0€ OUVOBETA ouoTAUATa, OTou &evOEXetal va TpokUPouv
Slapopomolnpéveg emumtwoels yla Stadopetikég opddeg avBpwnwv. H onuacio toug
EYKELTAL TOOO OTNV €VVOLOAOYLK) TOUG ouvadela 000 KoL otnv amodedelyuévn
epapuoyn pnxoviopwv OSlakuPBépvnong oe OAa ta otadla tou KUKAoU Iwng,
UTIOXPEWTLKAG avapopAg TTEPLOTATLKWVY KAl aveEAPTNTNG EMOMTELNG, OL OTIOLOL UITOPOUV
va TIPOCOPHOOTOUV ylo TNV QVILUETWTION TpokatoAnPewv mou oxetilovtal pe
Intiuata puAou kot UAETIKAG/eBVOTIKAG MpoéAeuang ota Blotatpikd cuotripata TN.
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€60 yla €va KavovioTikd Hoviédo Texvntng Nonuoouvng
EUOUYPOAUULOUEVO HE TOV XAPTN OeUeEAWOWY AKAULWHUATWY YL
SnUOOLA VOOOKOUELD KOl OPYOVWOELS TNC KOWVWVIOG TWV TTIOALTWV

H napoloa evotnTa MopoUcLAleL TRV APXLTEKTOVIKE) EVOG KOVOVLOTLKOU LOVTEAOU MOV
BaoiletaL ot apxég tou Xaptn OepeAwdwv  Awkowwpdtwv  tng EE, aAla
SLaTUNTWVETAL WG VA CUVOAO TIPAKTLKWY SLASLKAOLWY TTOU Unopouv va ehpaprocouV
oTNV NPAEN TA VOOOKOMELD KOL OL OPYOVWOELS TNG KOWWVLaG TwV ToAttwv. O Xaptng
ouvloTd to BepéAlo yla Tt Snuloupyla €vog TETolou TAaLoiou mou adopd otn
SlakuBEpvnon twv texvoloylwv Lyelag otnv Eupwrn, pe Wiaitepn éudaocn oTig apxES
NG avBpwrvng a&lomMpPENELAG, TNG LOOTNTAC, TNG ATAYOPEVONG TWV SLOKPIOEWVY KoL TOU
SIKOULWHOTOG 0TNV VYELOVOULKE TtepiBaAn.®® Ta Sikawpota autd amoktouv Wbiaitepn
onuaocia otav avtopatonolnpéva cuotipata TN emtnpedlouv KAVIKEG amodACELG TTOU
adopouv tn dpovtida Twv acBevwy, KABWC eVEEXETAL VO EVIOXUOUV OVIOOTNTECG LETAEY
MAnBuoplokwy opdadwyv mou Stadoponolovvtal Pe Bdaon to puAo Katl TN GUAETIKA N
€0VOTIKN KaTaywyn.

Ye Bepellwdeg eninedo, to apbpo 1 tou Xaptn, To omoio opilel OTL n avBpwrivn
aflonpénela eivatl anapapBiaotn, anotelel tn BAaon ywa TNV VOBETNON amapaitnTwyv
npolmoBéoswv SlakuPBépvnong mou SlacdaAilouv Ot Ta  cuotiuata TN
XPNOoLLoToLloUVTaL E TPOTo Ttou Slatnpeital n avBpwrivn kpion Kot o oeBacpdg otnv
avtovopia tou/tng acBevouc. Itnv mpafn, n apxn OUTA amnalttel tnv uvLwoBEtnon
SIKAeldwv aodaleiag Evavtt TG E§APTNONG ANMO QUTOLATOTOLNUEVEG OUCTACELG, Th
Oéomon unxaviopwv apdopitnong amopdcswv mou umnootnpiloviat ano
cuotpata TN, kabwg Kat tn StaodpaAion anoteAsoHaTiKAG KAWVIKNAG enonteiag. Ta
METPA OWUTA OMOCKOTOUV OTNV Omotpomn tng UmepPoAkng faptnong amo
auTopaTONMOLNMEVEG anodAoels (automation bias), SnAadn tnN¢ TAon Twv avbpwnwv
mou AapBavouv amoddAocel vo  eumiotevovtal  UTMEPBOAIKA Ta  aAyoplOuika
OTOTEAECUOTA, YEYOVOC TIOU UTOPElL va odnynosel otnv evioxuon UDLOTAUEVWV
aviootATwWY olaitepa av ol CUOTACEL( TWV OUOTNUATWY TN CUOTNUATIKA KAVOUV
Slokploelg og BAPOG CUYKEKPLUEVWV MANOUCULAKWY OUASWV.

Avtiotolya, ta dpBpa 20 kal 21, Ta OnMoOla KATOXUPWVOUV TNV LOOTNTA EVWIILOV TOU
VOLIOU Kal amayopeUouV TI¢ Slakpioelg, BepeAtwvouy T voukn Baon ya tnv emiBoAn
PNTWV UTIOXPEWOEWV SlKkaloolvNG KoL TOV TIEPLOPLOUO TWV TMPOKATAARPEWV oTa
ovotipata TN otn Bloiatpikr. Ta VOGOKOUELO TOU OVOMTUCCGOUV TETOLOL CUGTHHOTO
odpeilouv va sedapuolouv Sladikaocie¢ ouvoTnUATIKAG TapakoAouOnong tng
anodoong toug ot Siadopetikol MAnBuopoug acBevwv, Aappdavovtag umoyn
XOPAKTNPLOTIKA OTwG Tto ¢dUAo, TN GUAR N TNV €BvVOTIKA KaTtaywyr, KaBw¢ Kal TN

35 European Union, Xdptn¢ twv Oepuediwdwy Akaiwudtwy tne Eupwnaikic Evwong, 2012/C 326/02,
Strasbourg: EU.
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SloBepatikotnTa Kot TIG SLacTaupoUEVEC aviooTnTeS. Otav evromilovtal aviooTtnTES
otnv andédoon f ota anoteAéopata Twv cuotnuatwyv TN, Ba mpénel va Aappavovtat
Sl0pBwTIKA HETPpA PECW TIPOCAPUOYWV TOU HOVTEAOU, aAAOAYWV OTIC KALVIKEG
Swadkaoieg i evaAlaktikwy Stadpopwv ANPYnG amoddAcswv, WOTE n Xprnon Twv
cuotnUAtwyv TN va pUnv moyLwveL SLapBpwTIKEC AVIOOTNTEC.

ErutAéov, To dpBpo 35 tou Xaptn eyyudrtal to Sikaiwpa og uPnAd eninedo npootaaciag
NG avOpwrivng Uyelag Kal, w¢ €K TOUTOU, EVIOXVUEL TNV apXn OTL Ta cuotriuata TN
ETUTPEMETAL VA AVONTUCOOVTAL POvo otav anodedelypuéva cupBarlouv oe acdaln,
anoteAeopatikn kot dikatn vyelovoulkn mepiBain. OL texvoloyieg TN dev Ba mpémel
vaL ElodyouV Véa eunddla otnv npooPacn kat tnv nepiBaAn, oute va embeEVWVOUV
UODLOTAUEVEG  aVLOOTNTEG ToU  emnpPealouv  LOTOPLKA  UTIOEEUTINPETOUUEVOUC
MANBUOUOUC a0BEVWY, EVW O QVTIKTUTIOC TOUC OTIG OpAdeC autéc Ba mpeémel va
UTTOKELTAL O€ oUVEXH afloAoynon.

Mo tn StachAALon AUTWV TWV SIKOLWHUATWY OTNV TTPAEN, TO KAVOVLOTLKO HOVTEAO TOU
Eyypadou MoAttikng (Policy Document) uloBetel pia mpoogyyion StakuBEpvnong nou
adopd 6Aa ta otadia tou KUKAOU {wn¢ Twv cuotnuatwv TN, n onoia opyavwvel thv
EMOMTELQ TOUG YUPW QMO LA OELPA UTIOXPEWTIKWV onueiwv AnYPng anodpdacewv n
oaAAwg «TUAwv» (gates). OL mUAeC autég ekdpalouv TN AOYIKN TWV PUBULOTIKWV
SLadLkaoLwyv ou evowpatwvetal otov Kavoviouo yia tnv TN (Al Act) kat tng cuvadoug
vopoBeolag oTtov TopEA TNG UYELG, MOPEXOVTAC OTA VOOOKOUELa TN Suvatotnta pLag
oadoUg Kal eAEyEung dtadpoung dtakuBépvnong. To poviého Aappavel wg dedopévo
OTL £€va VOOOKOME(D KOTA Kavova Asttoupyel Katd Kavova w¢  ¢opéag
avamntuéng/xpnong (deployer) cvotnuatwv TN (cUpdwva pe 6oa opilovtal otov
Kavoviopo ywa tnv TN) kal w¢ TMAPoxog UTnpeowwv uyelag Baocsl g €OVIKNAG
vopoBeaoiag. MapdAAnAa, to HOVTEAO KOAUTITEL TNV TIEPUMTWON KOATA TNV Omoia &va
VOOOKOUElO KaBlotatal mapoxog f Kataokevootng (provider/manufacturer) (ya
ouotpata TN Tou avantuooovToL ECWTEPLKA).

Ta voookopeia amoteAouv Toug KUpLoug dpopeic avamtuéng kal eAéyxou ebapuoyns Twv
cuvotnuatwv TN, evw OL OPYAVWOEL{ TNG KOWWVIOG TwV TOALITWVY AELTOUPYOUV WG
aveaptntol dopei¢ emomnteiag, €Aéyxou kal TopakoAolBnong HE yvwpova Ta
Swkawwpata, xwpei¢ apeon eumdokni otnv kabnuepwvn ANPn kAwlkwv amoddoswv
OXETLKA E TNV QVATITUEN KaL XPrON TWV CUCTNUATWV.

H edappoyn autol Tou KavovIoTLKoU povtélou Baaoiletal Tnv apyn TS avaloykotntag,
avayvwpilovtag otL ota SladopeTKA KPATN MEAN KAl OTO CUCTHHATA UYELOG Ta
VOOOKOMELQ KOl OL OPYAVWCELG TNG KOWVWVING TwV MOALTWY eVEEXETAL va StaBEtouv
SLapopPETIKA EMIMES A TEXVLKNG, OPYAVWTIKAG KOl VOAUTLKAG LKAVOTNTOG. OL EAAXLOTEG
UTIOXPEWTLKEG amaltnoelg edpapudlovral eviaia wote va Stacdaliletal Eva Baoiko
eninedo npootaciog wg mpog tnv acdalela, tn Stapavela Kal TRV LOOTNTA.
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MapAdAAnAQ, TILO TIPONYUEVEC TIPOKTIKEG, OTWCE N EKTETOPEVN avaAuon TTANBUCLILOKWVY
uroopdadwy, oL efwteplkol €Aeyxol kal ta eeAlypéva epyodeia mapakoAolBOnong
npokataAnPewyv, unopouv va edapudlovral otadlakd avaloya HE T SuvaToTNTES
KaBe opyaviopou. To TEXVIKO MOPAPTNUA, €TONC aKOAOUBEL auth tnv MPooEyylon,
Slokpivovtag HETAED EAAXLOTWY KOl CUVIOTWUEVWYV QTTALTHCEWV.

1. MNUAN nediov edappoyng kat tafivopnong: Mpwv and tnv nmpoundela f v
avantuén evog cuotipatog TN, ol opyaviopol odpeilouv va kaBopilouv To KAVOVIOTLKO
Toug KaBeotwe. H Stadkaoia auth neplapBavetl Tnv afloAdynaon Tou KAaTd mooov To
oUOTNUA CUVLOTA AOYLOULKO LATPOTEXVOAOYLKOU Tpoiovtog, oV dwva pe tov Kavoviopo
yla ta latpotexvoloyika Mpoidvta (MDR) 1) tov Kavoviopo yia ta In Vitro Alayvwotika
latpotexvoloyika Mpotovta (IVDR), eav amoteAel cuotnua TN uPnAol kwdlvou Katd
tov Kavoviopd ya tnv TN f €dv avnkel oe katnyopia xapunAdtepou kivduvou Tou
wotooo etakolouBel va amattel eniPAePn ¢ StakuPBépvnong. Ie auUTO TO MPWLUO
otadlo, TO VOOOKOUELQ UmopoUv va emonuaivouv cuotipata TN twv omolwv n
nipoPAeTOUEVN XprioN EVOEXETAL VA EXEL AUENUEVEC ETIMTWOELS O€ {NTHUATA LOOTNTOG N
va ennpealouvv dladpopeTikoug MAnBuououg acBevwy, avayvwpiloviag wotoco OtL
autd Ba urtoPAnBouv os To Aemtopepn aloAoynon weg MPog TG TPokaTtaANPEeLs ot
oxéon Ue to dpUAo Kat T GUAN o€ emopeva otadla tng Stadikaciag. O kateuBuvTPLE
06nyieg Tou ZuvtoviotikoU Opyavou latpotexvoloyikwyv Mpoioviwv (MDCG) oXETIKA UE
TNV TLoTomnoinon Kat tTaélvounon AoyLoULIKOU, TIOPEXOUV TIPOKTIKA Ttapadeiypata mou
oupBaAAouv otnv anodpuyn eopaApévng Tallvopnong, evw dnuloupyolv Tig BAceLs yia
HETAYEVEOTEPEC AELOAOYNOELG WC TIPOG TLC TIPOKATAUARPELS Kot T {NTAHHOTA LooTnToc.3®
Y& auTO To 0TAdlo, Ta VoooKkopeia nyouvtal tng Stadikaciag taflvounong Kol Tou
KOVOVLOTLKOU TTPOCSLOPLOHOU, EVW OL OPYAVWOELS TNG KOWVWVLOC TWV TTOALTWY TTAPEXOUV
ave€APTNTEC CUMBOUAEUTIKEC YVWHOSOTAOELG OXETLKA UE KLVOUVOUG TTIOU GUVSEOVTOL UE
{ntuata LoétnTag, XWPIic wotdoo va dtabstouv apuodlotnta yla anoddoeL; 0 AUTO
TO otddLo.

2. MUAN mMpopnBslwv Kol CUMPBOTIKWYV UTOXPEWCEWV: Katd to otddlo twv
TMPOUNBELWY, TOL VOOOKOUELO QOKOUV CUXVA Tn MEYOAUTEPN ETPPON TOUG OTN
SlakuBEpvnon Twv cuotnudtwy TN. Ze autd to mAaiolo, Ba npémnet va StaodaAilouv otL
oL popnBeuTéC Seopeovtal CUUPBATIKA Yo TNV AVTLLETWTILON KLvOUVWVY Ttou adopolv
nuata  aviootntag, oupmneplAapBoavouévwy Twv  EUPUAWY Kol  PUAETIKWV
npokataAnPewyv, o OAa ta otddla Tou KUKAOU {wNn¢ Twv cuotnudatwy. EmutAéov, Ba
TIPETEL VA UTIOXPEOUVTAL VA TAPEXOUV TeKUnpilwon cuppdpdwong PE TO Loxuov
KOVOVLOTIKO TAAiolo, OMwC €VOEIKTIKA: OMOSEIKTIKA oTolxela afloAdynong tng
oUMPOpdWONG, anoteAéopata eMkUpwong anddoong kal kKabe avaykaia mAnpodopia

36 Medical Device Coordination Group, KateuSuvtriplec 08nyiec OYeTIKA UE TOV YAPOKTNPLOUS KoL TNV
taévounan tou Aoylouikou otov Kavoviouo (EE) 2017/745 (MDR) kot otov Kavoviouo (EE) 2017/746
(IVDR), Brussels: MDCG, 2019.

Me tn Xpnuatoddtnon tng Evpwmndikng Evwong. Qotooo, oL andyelg Kal Ol YVWHEG TIOL SLaTUTIWVOVTAL
EKPPATOLV ATOKAELOTLKA TIG AMOYPELG TWV CUVTAKTWY KAl HEV AVTLMPOCWTIEVOLY KAT' avdyKn TLG andypeLg
¢ Evpwmaikng Evwong 1 tou Evpwmaikol Ekteleotikol Opyaviopol Ekmaidevong kat MoAtTiopov
(EACEA). H Evpwmaiki Evwon kat n apxn xoprnynong &ev pmopolv va Bswpnbolv umelBUVEG yla TIG
ekppagopeves anoyelg. Kwdikog epyou: 101215009 — AEQUITAS — CERV-2024-CHAR-LITI

77
/
Co-funded by @//Q UITAS
the European Union Q 4

=


https://health.ec.europa.eu/system/files/2020-09/md_mdcg_2019_11_guidance_en_0.pdf
https://health.ec.europa.eu/system/files/2020-09/md_mdcg_2019_11_guidance_en_0.pdf
https://health.ec.europa.eu/system/files/2020-09/md_mdcg_2019_11_guidance_en_0.pdf

21

wote ol popeic avamtuéng/ xpnong (deployers) va eKMANPWVOUV TLG UTTOXPEWOCELG TOUC
Bdaosl tou Kavoviopou ywa tqv TN. OL cupPdaocelg mpounBswv Ba mpémel va
npoodlopilouv pnta TNV Katavoun subuvwyv petald mapoxou kat popa avantuénc/
XPRong, CUUMEPNAUPAVOUEVWV TWV QTIALTHCEWY OXETIKA PeE tn Sladavela, tnv
TeEKUNPLwon, TNV kataypadn cupBavtwy (logging), tTnv avBpwrivn enmonteia, KaBwg Kat
TNV TEXVIKN UTIOOTNPLEN META TNV avamtuén. Itoxo¢ Tn¢ TUANG autng eilvat n
evowpatwon Owadkaowyv Aoyodooiag kol svoaloBntomoinong OXETIKA HE TIG
npokataAnPelg mou evrornilovral oto cupPBatikod mAaiolo, Stacdalilovrag Sikaln Kat
aodaAn avantuén. I auto To oTtadlo, Ta VOCOKOUELa elval uteUBuvVa yLa TIG Ao ACELG
TPOUNBELWV Kal TwV CUPBATIKWY TOUG PUBUICEWY, EVW OL OPYOVWOELG TNG KOWVWVIOG
TWV TIOALITWV HUMOPOUV Vo TAPEXOUV CUMPBOUAEUTIKA yla {nTARUaATa LooTNTOG, XWwpLg
WOTOOO AUTH VA €lval SECUEUTIK.

3. MNUAn emkVpwong: To tpito otado eivat n mUAN emklpwong, n omnoia
Staodaliletl 6tLta cuotrpata TN untokewvtal o€ ave€aptntn afloAdynon mpLv evtaxbouv
OTLG KALVLKEG pOEG epyaciog. H dtadikaoia tng emikupwong Ba mpénel va afloloyel t6co
TN oUVOALKA amodocn, 600 Kol Ta anoTeAéopata o€ SLakpLtolg MANBUoUoUG acBevwy,
ue Wolaitepn éudaon oto dpuAo katl otn GUAETIKA | €BvoTikn kataywyn. To otadlo auto
elval kaBoplotikng onuaociag, kabwg ta cuotiuata TN otn PBlolatplky pmopsl va
napouotalouvv dladopomnoinuévn anddoon HeTall TMANOUOULOKWY OHASWVY OTav Ta
debopéva eknaibeuong Sev eival avIUTPooWEUTIKA 1 6tav Sev AapBavovtal urtoyn ot
Sdladopomnoloelg peTaly Tou TMePLBAAAOVTIOG QvATTUENG KoL TOu TEPLBAANOVTOG
edapuoyn¢ twv ocuvotnuatwv.?’ NapdAAnAa, n Stadikaocio aflohdynong Ba mpénet va
TEKUNPLWVEL TO PETPA UETPLOCMOU TIOU €Xouv £dapUooTeL Kal va avadelkvUEeL TOUG
mBavoug evamnopeivavieg Kivduvoug avadoplkd pe InTRpata aviootnTag, TapEXOVTOG
0T VOOOKOUELQ TOL avVayKolol OTOLXELD YLO TEKUNPLWHEVEG amoPACEL avanTtuéng. e
OUTO TO 0Tadlo, Ta voookopeia eival umevBuva yla tn Slevépyela 1 avabeon tng
Sladkaolag eMKUPWONG KAl YLt TNV EPUNVEIQ TWV ATOTEAECUATWY OTO TAQIOLO TWV
anodpACEWV yla TNV avAnTtuén Twv cuoTtnUAtwy TN, EVw Ol 0PYOVWOELG TNG KOWVWVLOG
Twv TOAMtwv mapéxouv avetdptntn afloAdynon Ttwv deikktwv anddoong /
QTMOTEAECUATWY KAl TwV KWWOUVWV W¢ TPOG TUXOV TPoKATOANPELS, XwpPlG woTtdoo va
€XOUV EAEYXO ETIL TWV ATIOTEAECUATWY TNG Sladikaoiog EmKUpwaonG.

4. MNUAN avantuéng: Metd tnv emtuxn oAokArpwaon Tou otadiou NG eMKVPWONC,
akoAouBel n mUAN ¢ dtadikaoiag avantuéng Twv cuotnuatwy TN. & auto To oTadlo,
Ta voookopeia odpeilouv va dtacpaAilouv OTL oL CUVONKEG AELTOUPYLOC TOUC ETLTPETOUV
v aocdaln, OSikawn kot umevBuvn xprion Toug. AUTO TepAOpBAVEL TOV OpPLOMO
KOTAAANAQL EKTTALOEUIEVOU TIPOCWTILKOU €MOTTELAC, TNV £PapUoyr UNXAVICUWVY TIOU

37 Rajkomar, A., Hardt, M., Howell, M. D., Corrado, G., & Chin, M. H., Atag@daAion tng dikatoouvng otn
unyavikn uadnaon yio tnv mpowdnon tng Lootntac otnv vyeia, Annals of Internal Medicine, 169(12), 866-
872, 2018.
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ETUTPEMOUV 0TOUC/OTIG KALVIKOUC LATPOUC VA TIOPAKAUIITOUV ) VO OTTEVEPYOTIOLOUV TLG
aAYOpPLOUIKEG CUOTAOELG, KOOWC Kot TN StacdaAlon OTL oL XproTPLeS/ XPHOTEG KATAVOOUV
TOV OKOTIO, TOUC TIEPLOPLOMOUG Kal TUXOV Sladopomolioelg anddoong Twv cUCTNUATWY
pHeTalL Sladopetikwyv TMANBuoulakwyv opddwv. OL KAwWLKol ylotpol Ba mpémel va
EVnUEPWVOVTOL yLa eVOEXOUEVEC adlkaloAoynteg Sladopomoloelg oTa anoteAEéopata
mou oxetilovtal pe To BLOAOYLKO KOl TO KOWWVIKO GUAO 1 TN GUAETIKA Kal €BVOTIKA
Kataywyrn, €vw oL aobevelc MPEMeL va evnuepwvovtal OTL yla T ¢povtida Ttoug
xpnotgornotlouvtal epyaleia unmtootnpllOpeva and TNV TEXVNTH VonUoouvn. € AUTO TO
otadlo, Ta voookoueia pEpouv TNV MARPN uBUVN yla TIG anodAcelg avantuéng, tnv
KAWVIKI) EVOWMATWON KAl TNV €MOMTElA TNG epapuoyng Twv cuotnuatwyv TN, evw ot
OPYOVWOELG TNG KOWWVIAC Twv TOATWY 6V CUUUETEXOUV OTn Sladkaoia avamtuéng,
WOTOCO0 UIMOPOUV va afLoAoyoUV TNV ETOLUOTNTA AVATTTUENG UTTO TO Mplopa {NTNUATWY
L0OTNTAC KAl SIKALWUATWV.

5. MUAN napakoAoUOnaong, eAéyxou katAoyodooiag : H teAwkr) autr) TUAN pubuilel
TN peTa-avantuélakn ¢aon twv cuotnuatwy TN. Ta cuotipata odpeilouv va UTOKELVTAL
0€ OUVEXN MapakoAoUBNoN WG IPOG TN cUVOALKA Toug anddoan, Tig SladopomoLoELg
HETAEL SLakpLTwV MANBUCUWY KoL TUXOV cupBavta mou oxeTilovtal e TNV aopAleLla n
pe {ntipota wotntag. Ta voookopeia Ba mpEmel va tnpolv apxeia Asttoupylag tou
ouOTAMATOG, Va £PaPUOlOUV TUTTOTIOLNUEVEG SLadikaoieg avadopdg MEPLOTATIKWY TTOU
kataypadouv mibavég mpokataAnPelg Aoyw ¢uAou 1 GuANG Kal va Tpofaivouv oe
neplodikn emavektipnon tng amndédoong HEow OSladlkaowwv EMAVETIKUPWONG. €
TIEPUTTWOEL OmMou evtomilovtal aviootnteg n kivbuvol mpokataAnPewv mou &ev
UTTOPOUV VAL AVTLUETWTTILOTOUV QTOTEAECUATIKA, TO CUOTN A Ba TIPETEL VA TPOTIOTOLELTAL,
va avaoTteEAAETaL A KoL va artocUpetal. Ta mopiopata Ba npémnel va tpodpodotolv 1600
NV eowTtepLkn SlakuBEépvnaon, 600 Kal Tn cUAAOYLKA pabnon oe eninmedo Siktuou — OTou
evlelkvutal - HE OTOXO TNV QMOTPOTH e€naveudAviong TaAPOUOlWY HopdwWV
npokataAnPewv. e autd to otadlo, Ta VoooKopeia dpEpouv TNV euBUVN yLa TN CUVEXH
napoakoAouBbnon, tnv kataypadn, TNV ovadpopd TEPLOTATIKWY KoL TNV £dappoyn
SL0POBWTIKWY HETPWY, EVW OL OPYAVWOELC TNG KOWWVIOG TwV TOATwV Slevepyolv
aveaptntoug eA£yxoug, afloAoyoUv OUOTNULKOUG KvOUvVou¢ INTNUATWVY LoOTNTOG
HeETAEL Sladopetikwv Popféwv Kot umootnpilouv tnv KAMAKWON INTNUATWY TIoU
apopoUV Ot ETMIHOVEG AVIOOTNTEC, XWPLC VO AOKOUV ETIXELPNOLOKO EAEYXO €L TWV
TPOTIOTIOL)CEWV TWV CUCTNUATWV.

JUVOALKA, oL eV AOYyw TUAEG PeTAOXNHUATI{OUV TIC aPXEC TwV BeUeAWOWV SIKALWUATWY OF
OUYKeKPLUEVEG Sladikaoieg dlakuBépvnong, ol omoleg elval LKAVEG va QVTLLETWTTIOOUV
Kwvéuvou¢ mpokataAnPewv mou oxetilovtal e to GUAO Kal TN PUAETIKA Kataywyn ota
KAWVIKQ CUOTAHATA TEXVNTAG VOnUooUVNG.
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Ixnua 1: MNopeia StakuBépvnong TN euBuypapopévn pe tnv Xapta AEQUITAS

AIAAPOMH AIAKYBEPNHZHZ TEXNHTHZ NOHMOZYNHZ EYOYTPAMMIZMENH ME TH XAPTA AEQUITAS
A TH BIOIATPIKH TEXNHTH NOHMOZYNH XTH AHMOZIA YTEIA
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EmaverkOpwon | Avranokpion oe Meplotatikd | ‘EAeyxoq AMAaywv | MdBnon Awtdou | AtopBwriki Evépyeta

POAOI & APMOAIOTHTEX

m NOXOKOMEIA (KYPIOI EQPAPMOZTEY) OPTANQIEIX THX KOINONIAZ TON MOAITQN (OKM)
« Epappoyn diakuBépvnong og Aeg Tig nbkeg Tou kikhou Jwiig Y ® ® MNopoyd aveaptnTng aftoAdynong xat qupfouAeuTIKLY SIOTYAOEWY
B...B * Awaowakion aUpPGPPWONG He TIG VOPIKES KaL NBIKEG anatToelg '.‘ « EnifAeyn sunTioewy oty 106TATA Kat Ta Sikauipara
« MapaxohodBnon anédoang, karaypaipr NEPLOTATIKWY Kat Afjyn « Atefaywyr f unoaTipi€n eAéyxwY Kat afloAoyfoEwY

OLOPBWTIKWY evepyelwy

« AwoydAton avBpanvng enifAeyng kat Aoyobooiag + Zuvnyopic, mopaxoAodBnan kat npow8ian ouoTnuIKiis paBnong

MPOKTIKEG TIOALTIKEG, ETIXELPNOLOKA €pyaAeia Kol epyaleia
SLaKkUPBEpPVNONG YL ETTAYYEALOTIEG VOOOKOUELWV KOL OPYOVWOELG
NG KOWWVLOC TWV TIOALTWV

Mpokelpévou va SlaodaAlOTEL N QMOTEAECUATIKI) AELTOUPYIA TOU OF TPOYMOTIKA
nieplBaAAovta UYELOVOULKAG TieplBaAng, TO TTPOTEIVOUEVO KOVOVIOTIKO HOVIEAO TIOU
neplAappavetal oto Eyypado TMoATikng TPOoPAEMEL TNV  AVATTUEN TIPOKTIKWV
EpYaAEiwy, TO OTOLO LITOPOUV VA EMTOVAXPNCLULOTOLOUVTAL OO SLadOopETIKA WpLpaTa
Kol vo mpooappolovtal o€ Tolkida eBvika cuotipata. I18laitepn éudaon divetal otnv
OVAYKN YLO TUTTOTTOLNUEVEG SLadIKaoieg, cadoUg TEKUNPLWONG KO KOLVWYV TIPOTUTIWY, Ta
orola EMTPEMOUV TOOO 0T VOOOKOUELD 000 KOl OTI( OPYOVWOELC TNG KOLWVWVIOG TWV
TIOALTWY va Slaxelpilovtal Ta cUCTHUATA TEXVNTNG VONUOOUVNG LE CUVETH Tpomo. To
oUVOAO TwWV epyaleiwv mou akoAouBel euvBuypappileTal Pe TIC QMALTAOEL TOU
Kavoviopou ywa tnv TN (Al Act), ti¢ kateuBuvtripleg odnyieg tou Kavoviouou yla ta
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latpotexvoloyika Mpoiovta (Medical Device Regulation/MDR) kat tou Kavoviouou yla
ta In Vitro Alayvwotika latpotexvoloyika Mpoiovta (/In Vitro Diagnostic Regulation
/IVDR), k0Owc¢ Kal pe eVPUTEPEC SLATOUEAKEG TIPAKTIKEG SLaKUBEPVNONG.

ZTA610 MPOoUNOLWV Kot CUMBACEWV

Nakéto npounBelwv Kat cupBacewv: H kowvotnta pounBewwv TN tng EE £xel
SNUOCLEVOEL TPOTUTIEG CUUPATIKEG PATPES (0€ EKBOOELS YLa cuoThpaTa uPnAoU
Kat un  ugnlol Kkwdlvou) Kol T €XEL ETMUKALPOTIOLNOEL WOTE va
gevBuypappilovral pe tov Kavoviopo yia tnv TN (Al Act), evBapplvovtag Tig
SNUOCLEC apXEC va TIG a&lomoLloUV, KAl TIOPEXOVTOG EMEENYNUATIKEG 08NYIES YL
NV edappoyr] toug.3® Sto mhaiolo tng TN otnv uyslovopk nepiBaln kat pe
otoxo TNV afloAdynon Kol TOV METPLACOMO TwV EUPUAWV Kal GUAETIKWV
npokatoAfPewy, oL ev AOyw PATPEG UIMOPOUV VO TPOCAPHOCTOUV Of Eval
e€elSIKEVUEVO TIOPAPTNO YLOL VOOOKOWUELQ, To omolo Ba sival éva autovouo
epyaleio, To omolo Kot eAdxLOTOV amaltel Ta €€NG:

(1) Tumomownpuévn kataypadn tng cuvBeong Twv dedopévwy ekmaibeuong Twv
OUOTNUATWY, CUUTEPAAUPBAVOLEVNG TNG EKMTPOCWNNONG Katd ¢UAo Kal
duletikry/ €Ovotikl opdda, mpokelpévou va  kaBiotatal duvaty n
afloAdynon tTNG AVIUTPOCWITEUTIKOTNTAC TWV SES0UEVWV KOL O EVIOTILOUOG
ToU Klvduvou pepoAnyiag.

(2) Tvwotomoinon tng mpoéAeuong twv Sedopévwy, n omola meplAapBavel
TIANPOdOPIEC OXETIKA E TO €AV TA XPNOLUOTOLOUHUEVA cUVOAa debSopéEvwv
elval 8loKTNOWOKA 1 OVOLKTA, TOUC OpouG POoBaong Kol Xpriong Toug,
KaOwG Kal T OUVETELEG TTOU eVOEXETAL va €XOoUV yla Tn Staddavela Tou
ouoTnuatog, Tn duvatotnta aveédpTnTNG EMKUPWONG Kal TNV afloAdynon
mbavwyv Patvopevwy EUPUAWV 1 GUAETIKWV PepoAnPLwv.

(3) TvwoTtomoinon oXeTKA Pe TNV amodoon Tou cuoTAUOTOC 0 SLadOPETIKES
TIANOBUOLILOKEC OUASEG, CUVOSEUOUEVNC QO TNV amapaitntn TeKUnpiwon
ETUKUPWONG, CUUTMEPINAUBAVOUEVWVY ATIOTEAECUATWY TIOU Ttapouctaovtal
ava ¢UAo kat GUAETIKA 1) eBvoTikn Kataywyn. H tekpunplwon autr Ba npénet
va eplAappavel kataypadr) TUXOV YyVWOTWV amnmokAicewv otnv amodoon,
neplypadn Twv HETpWV TIoU €xouv AndBel ylwa TOV TEPLOPLOUO TWV
npokataAfPewv katd tn SLApKELA TNE AVATITUENG TWV CUCTNUATWY, KABWG
KOLL TOL OXETLKA QOTEAEOHATA SOKLUWY KoL AELOAOYHCEWV TIOU TEKUNPLWVOUV
TNV QMOTEAECUATIKOTNTA TOUG (OUPTEPAQUBOVOUEVWY TWV ELBIKWV yLa
kaBe tomoBeoia mapapétpwv Tou oxetilovtal PE TNV LOOTNTA KAl TN
Skatoouvn).

38 European Commission, Ot emkaiponoumnuéves mpdtunec ouuBatikéc pritpec tne EE yia tnv texvntri
vonuoouvn eivat mAéov Sta9<atuec, Brussels: European Commission, 2025.
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(4) KoBoplouod twv npoimobeoswv yla tnv kataypaodn (logging) tng Aettoupyiag
TOU OUOTNHATOG Kol tn duvatotnta eAéyxou TOU, WOTE va TOPAYOVIaL
KaTAAANAQ apxela Xpriong TOU val ETUTPETOUV TN SLEVEPYELD avEEAPTNTWV
EAEYXWV YLO TOV EVTOTILOUO TILOOVWV IPOKATOANPEWV 1] AVIOCWV ETIUTTWOEWV
o€ 510pOPETIKEG MANBUCULOKEG OUASEC.

(5) Ynoxpewoelg OSaxeipiong twv oAAaywv Kal TwV EVNUEPWOEWV TIOU
TPOKUTITOUV oTa cuotipata TN, cUppwva PE TIG OTOLEG 0 TIAPOXOG odeilel
VaL EVNLEPWVEL TO VOOOKOUELOD yla Tuxov avapabuioslg, emaveknaideuon tou
HOVTEAOU N LETOBOAEC OTN PONG EPYACLOG KOL TLG TILOAVEG ETUMTWOELG AUTWV
oTn AELTOUPYLO TWV CUCTNUATWY O OXEon UE SLadOPETIKEC TTANOUCULAKES
opadeg.

(6) AeopelOELl ylO TNV QVTIUETWIILON TIEPLOTATIKWY Tou oxetilovtal e
TPOKATOANPEL, OL OMOLEC UTIOXPEWVOUV TOV TAPOXO va avadépel Ta
odAALOTO TIOU €XOUV EVIOTUOTEL | TIC AVLOOTNTEG IOV €MNPEA{OUV OUASEC
acBevwy, oL omoieg Stakpivovtatl pe Bacn To BLOAOYIKO Kal KOWVWVIKO dUAO
N T GUAETIKN/EBVOTIKA KaTaywyr TOUG KAl va TEEPLYPAPEL T LETPA YLaL TNV
QTTOKATACTAON TOUG.

(7) Zadng katavoun appodlotntwy, n omoia MPoodlopilel TIC UTTIOXPEWOELS TOU
TP OXOU KaL Tou SLaxeLpLoTr 6cov adopd TN CUUHOPDWON LE TIC ATIALTAOELS
Tou Kavoviopou yla tnv Texvntr) Nonpoouvn Kot tn Slaxelplon Twv Kvduvwy
Tlou oxetilovtal he Ta INTAMOTA LOOTNTAC KOl TIPOKATAANELG.

ZTadLa EMKUPWONG KoL TTPO-aVATTTUENG

- MoAwtikn StakuBépvnong d80UEVWV UYELOG KOL OLVTLITPOCWIEVTIKOTNTAG : Mo
TOV UETPLOOUO TwV EUPUAWV Kol GUAETIKWV TipokataAnPewy, OAa Tta
VOOOKOUELQ KOl Ol OPYQVWOELG TNG KOWWVIAC TWV TIOALTWY TTOU QVOITUGOOUV
ovotnpata TN mpénel va uloBetrioouyv pia moAttikn mou Ba Staodalilel ot Ta
S6ebopéva ekmaibevong, puBUONG N edapUOYNG €lval AVTIUTPOCWTIEUTIKA,
AN PN Kal akplBn ylo toug mAnBuopoug ou eEumnpetouyv. AuTto TeplAapBavel
avaluon dnuoypadlkng ouvbeong, KkKataypadry UTIOEKTIPOCWITOUUEVWV
MANOBUOUWV Kal KaBoplopo HETPWY HETPLOOMOU  KWWOUVWY, Omou autd
anatteitat. H moAttikn Ba mpémnetl va KOAUTITEL TOCO ECWTEPLKA AVOTTTUYHEVA OGO
Kol ewteplkd TpoepxOpeva cUvoAa Sedopévwy, ocupTEPAAUBAVOUEVWV
SLoKTNOLOKWY Kol aVOLKTAG Tpoofacng, Kal va amaltel tnv emaAnbsuon tng
anod0oon g Toug o€ SLaKPLTEC MANBUOULAKESG OPASES, KABWG KAl TIC OTPATNYLKEC
HETPLAOUOU TwV MpokataAfPewv ou epapudlovtal amnod Toug mapoxous. H ev
Aoyw SlakuBEpvnon euBuypappiletal pe tov Kavoviouod yla tnv TN (apBpo 10),
0 OTolo¢ armaltel Tov €AeyX0 Kal TOV MEPLOPLOUO TwV KvdUvVwyv mou adopouv
pepoAnyieg, evw avtavakAd PBEATIOTEG MPAKTIKEG otn BiBAloypadia yia tov
HETPLAOUO TOUG oTa Latplkd cuotiuata TN, kaAumtovtag OAa ta otadla Tou
KUKAoU {wn¢ oo tn cuAoyr deS0UEVWV WG KaL TNV mapakoAolBnon HETA TNV
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avamntuén touv cuotApatoc.3® H ouykekpipévn oAtk Sev amoteAel ad’ eauThg
EVa LEUOVWHUEVO TeEKUNRPLO, aAAA éva eTtimedo TMOALTIKNAG TIou kaBodnyel aAa
TEKUNPLA. AeLTOUpYEL WG apxn TTPo-avanTuéng Kal tpododoTel AUeTA TN CUVEXN
TtapakoAouBnaorn, Tov EAeyX0 Kal TOUC UNXaviopoug Aoyodoaoiac.

Baolko eninedo kuPBepvoacdAAelag Kat HOVIEAO amelAwv ywa thv Texvntn
Nonpoolvn: Ta cuotruata TN oto VOoOKOUEla UImopel va elvat euaAwta OxL
HOVO ot oupPatikég emiBéoelg, omweg n «dnAntnpiacn Sedoupévwvy (data
poisoning), avtutapobetikd Tapadeiypata (adversarial examples) n
napakapn tou povtélou (model evasion), aAAQ KOl O€ XELPLOUOUG 1) opAaApoTa
mou embevwvouv €UPUAEC 1 PUAETIKEC TpokatoANPEL;, yla mopadelypa
ennpealovrtag SucavAaloya UTIOEKTIPOCWTIOUEVEC SnUoypadIKEC OUAdEeC ota
Sebopéva ekmaidevong i vdomoinong. O Kavoviopog yia tnv TN (apBpo 15)
amattel avOektikotnTa €vavtl pn  €€oucloSoTNUEVWYV  OANOLWOEWV TWV
QMOTEAEOUATWY N TNG amodoong, oavadelkvuovtag TNV OVAYKN yla LOLKEG
SikAeidbec aodaleiag ota cuotiuata TN. Q¢ ek toUToU, TA VOOOKOUEla Ba
TPENEL va. Beomiocouv pla Baoikr ypappn kuBepvoacdaAelag KoL €va POVIEAD
anel\wv €8O yla tnv TN, To omoio Ba AapPadvel pntd umoyn Kwvduvoug mou
oxetilovral pe mpokataANPelg, mMapAAANAa PE TIG TEXVIKEG OMENEC. AUTO TO
«lwvtavo» éyypado Ba Aettoupyel TO0O WG MOALTIK OCO KAl WG TPAKTIKO
epyaleio, xpnolpgevoviag wg Alota €Aéyxou TP amo Tnv avamtuén (pre-
deployment checklist), wote va &lwachaAiletat n  edapuoyn eAEyxwv
KuBepvoaodalelag euBuypapULopEVWY e Toug KavoviopoUg MDR kat IVDR, pe
NV opyavwaotakn dtakuBépvnon aodalelag mAnpodoptwy (m.x. ISO/IEC 27001),
KaBwg Kal pe povTEAa amellwy Kal oxédla Sokuwyv Tou eivat evaiocbnta otig
npokatalPelc.?’ Eniong, umootnpilel tn ouvexr mapokoAolONon UETA TNV
avamntuén Tou cuoTHUATOCG, WOTE va eviomilovtal avaduOuevol TEXVIKOL Kal
oxetkol pe tIg mpokataAnPelg kivbuvol kat va mpoPAedBel n mpoAnmuikn
QVTIUETWTILON TOUG. Me TNV edapuoyr) AUTAG TNG TIOALTIKAG, TOL VOOOKOUELQ
UTopoUV Vol €VIOXUOOUV TNV QVOEKTIKOTNTA Twv ouotnudatwv TN Tou
Xpnotomnololv, va POooTATEVCOUV TNV Lootnta otn AnYn anodpdacswv Ue tn
BonBeta tng TN kat va dtacpadicouv Tn cuppopdwaon He Tov Kavoviouo yla tnv
TN (apBpa 9-15) kat TG mpolmoBéoelg twv MDR/IVDR.

‘Evag «pakelog ouotpatog TN» ava epyaleio: AUTO TO TEKUNPLO ATOTEAEL Eva
TuTtonolnuévo €yypacdo mou tnpsital ywa kabs cvotnua TN mpwv amd tnv
avamntuén Tou og €vav opyaviopd uyelovouLkng epiBaAdng. O «dpdakelog» Ba
npénel va ouvoilel tov TPOPAEMOUEVO OKOTO TOU OUOCTAUATOG, TNV

39 Char, D.S., Shah, N.H., & Magnus, D., E@apuoyn tng unyaviknc uadnong otov ToUEA TNC UYELOVOULKNC
nepiBaAPne — Avtetwrnion ndikwv npokAnocswv, New England Journal of Medicine 378: 981-983

40 Medical Device Coordination Group, MDCG 2019 16 Ava§. 1 - KateuSuvtrpleg odnyiec yio tnv
KUBEPVOXOQAAELD TWV LATPIKWY CUCKEUWYV, Brussels: European Commission, 2020.
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EVOWUATWOT) TOU OTNV KALVIKN pon €pyaciag, Ta anoteAEoUATA EMKUPWONG Kol
Toug Seikteg anodoong, Ue Wolaitepn Eéudaon otnv anddoon o€ MANOBUCULAKEG
opadeg acBevwy ou SladopomoLlouvTaL WG TPOG TO BLOAOYLKO KL TO KOWVWVLKO
dUAo | TN PuAetikn/eBvotTik Kataywyr, KaBwG Kal o€ AANEG TUXOV YVWOTEG
QVLOOTNTEG. Oa TPEMEL va TEKUNPLWVEL TIG Sladlkaoie¢ tng avbpwrmivng
eMomnteilag, va SLeukpLvilel TtoleC amoPAOELS TTAPAUEVOUV ATTIOKAELOTLKA UTIO TOV
€\eyxo tou/tN¢ KAWVIKOU/KALWVLKAC LaTpoU Kal va KaTaypadeL TUXOV avtldpAoELg
OXETIKEG UE TNV aodAAELX KAl TNV LOOTNTA Twv acBevwv. MNapéxovtag pia
TUTIOTIOLNMEVN, €uauoOnTomolnuévn WG TPOG TNV TPOANYN  ylo TG
npokataAnPeLg emlokomnon tou cuotnuatog TN, o «pakeAog» umootnpilel
Sladavela, TNV eowteplkrl SlokuBEpvnon Kol TOV PUBULOTIKO E€AEyXoO,
Sdtaodalilovtag OtL ol anmopACELG TPV ATO TNV AVATITUEN TWV CUCTNUATWVY
AapBavouv ocofapda umoyn Toug KwdUvoug va mapaxBouv avica
anoteAéopara.

- 'Eva ouvduaoTikO TakETo yla thv Ektipnon twv Emntwoswv ota OspeAiwdn
Awowwpata (Fundamental Rights Impact Assessment /FRIA) kat tnv Ektiunon
Avtiktunou oxetika ue tnv Mpootacia Asbouévwy (Data Protection Impact
Assessments/ DPIA): Ta 5npocoLla VOGOKOUELD TTOU avamtuooouy cuotipata TN
uPnAou KwvdUvou kahoUvTal oAoéva Kol TIEPLOGOTEPO VA a€LOAOYOUV TOGO TOUG
KwvdUvoug Tou adopoulv ta BepeAlwdn Sikalwpata, 660 Kal autoug yla TV
TMPOOTACIO TWV TPOOWTLKWYV dedopévwy. H evomoinon autwv Twv
aflohoynoewv o€ €va EVIOO TIPOTUTIO TIOU OCUMMOPOWVETAL HE TOUC
Kavoviopoucg yia tnv TN (Al Act, dpBpo 27), ta npoowrtiika Sedopéva (GDPR) kat
NV Ektipnon Avtiktomou oxetikd pe tnv MNpootacia Asbopévwy (DPIA), umopet
va Hewwoel to SloknTikd Bapog, SaocdaAiiloviag mapdAAnAa otL Bacikd
EPWTNMOTO OXETLKA UE TOUC TTANBUGHOUG TTou emnpedlovtal, Tig mbaveg BAAPeG
TIOU TIPOKAAOUVTAL, TI OTPATNYLKEG UETPLAOUOU TIOU ULOBETOUVTAL KOl TOUG
MNXOVIOUOUG KOTOYYEALWYV QVTLUETWT{OVTAL OCUOTNUATIKA, HE Olaitepn
T(POCOXH O€ TOAVEG AVIOOTNTEG TTOU TIPOKUTITOUV AOYW EUPUAWY Kot PUAETIKWY
nipokatoAnPewv. To «ouvbuaoTtiko takeTo FRIA kat DPIA» Aettoupyel kuplwg wg
€Va €K TWV TIPOTEPWV (ex-ante) Ko TIEPLOSIKA ETUKALPOTIOLOUUEVO TEKUNPLO
eAéyxou (audit artefact), Katd 10 0TASLO TIPLV ATTO TNV AVATITUEN TOU CUCTNLATOG
Kal oto eminedo tou €Aéyxou yla I{NTAMATA LOOTNTAG Kal Sikalwudtwy. Ol
0€LOAOYNOELC QUTEG QmOTEAOUV OPYOVWHUEVECG, TEKUNPLWHUEVEC EKTIUNOELC
KWwéUvVwy yla ta Bepeliwdn Sikatwpata Kot TNV mpootacia Twv dedopévwy,
AELTOUPYWVTAC WG OUYKEKPLUEVA onpela eAéyxou SlakuPBEpvnong Kol OXL WG
epyaAeia ouvexoug mapakoAolOnong. NapotL Ba TPEMEL VO ETIKOLLPOTIOLOUVTAL,
otav aAlalouv oL Kivéuvol 1 ol GUVOINKEG TOU CUCTHUATOC, 0 BACLKOC TOUC POAOC
elval va TOpEXOUV UL CUCTNUATIK KoL ouvexn afloAoynon mibavwv
ETUTTWOEWV TIPLV KAL KATA TNV OVATITUEN TWV CUCTNUATWY, uTtooTnpilovtag TIg
OUUHOPDWOEL TOOO e Tov Kavoviopd yia tnv TN 600 Kal PE auTOV ylo Ta
npoowrnika Sedopéva (GDPR) BonBwvtag oTov eVIOMIOUO KoL TOV HETPLACUO
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EUPUAwWV Kot GUAETIKWV mpokataAnPewv. Ma tnv evioxuon ¢ dtdotaong Twv
avBpwrnivwy Sikalwpatwy, Ba TPEMEL KATA TOV OXESLAOUO TWV EKTLUACEWV
QVTLKTUTIOU Vo TipOoBAETETAL OUCLAOTIKA SLABOUAEUON UE TIG OPYOVWOELS TNG
KOLVWVIOG TwV TIOALTWY, WOTE VA EVOWUATWVETAL O QUTEG N €EELOLKEUMEVN
yvwon toug oe Bépata dikalwpatwy. Na mapadeypa, to Evpwnaikd Aiktuo
EBvikwv Opyavicpwyv yla ta AvBpwriva Awkowwpoata (European Network of
National Human Rights Institutions/ ENNHRI) kaAel tnv Eupwnaikn Emtponr va
CUUMANPWOEL Ta TPOTUTIA ME  KoteuBuvinpleg odnyie¢ kot dnuodola
SwaBolAevuon, wote va SLaohaAloTOUV ATIOTEAECOTIKEG EKTLUAOELG QVTIKTUTIOU
(FRIAs), oL omoieg AapBdavouv umoyn v LooTNTA WG MPOC To GUAO Kal TIG
dUAeTIKEG/EBVOTIKEC SLaoTdoeLg.*?

MoAwtik gAéyxou petaBoAwv: AuTh n TOALTIKN SLETIEL TIG EVNUEPWOELS TWV
ocuvotnuatwyv TN, cupmnepAapBovopévng TG ENAVEKNAIdELONG LOVTEAWY, TWV
avaBaduioewv AOYLOUKOU I TWV TPOTIOTIOL|CEWV OTLG KALVLKEG POEC EPYAOLOG.
OL opyaviopol Ba mpémel va opilouv pe cadrvela TL CUVIOTA «OUCLWON
puetafoAn» mou amattel emavaflohoynon 1 €ykpion, Stacdalilovrag otL oL
evnuUepwoelg dev eloayouv ampoBAemntoug KivdUvoug ou Ba emnpedoouV T
dpovtida Twv acBevwv. EWdikoTEPQ, oL peTaBOAEC MpEMEL va a€loAoyolvTal wg
TPOG TLG TIOAVEG ETIMTWOELG TTOU EVOEXETAL VO €X0UV o€ InTAMaTA EUPUANG Kal
GUAETIKAC LOOTNTAG, CUUTIEPIAAUPBAVOUEVWY PETABOAWY OTNV AmodotikotnTa
TOU ouoTAHATOG ava mAnBuoplakn umoopada 1 Sladopomoltoewy ota
armoteAéopata  PeTaty TANBuouwv Tou  Slokpivovtal  Pacel  AAAwv
Snuoypadlkwy XapakItnploTkwy. To voookopeio Ba mpénel emiong va
StaodaAilouv OTL oL KAWVIKOL yLaTpol KAl TO OXETIKO TIPOCWTILKO €lval evipepol
Yl TPOTIOTIOLOELG TIOU €VOEXETOL VO EMNPEACOUV TA ATMOTEAECUATA TNG
dpovtidbag yla dadopetikol¢ mMAnBuouous acbevwy, WOTE va Umopouv va
epapuooToUV KATAAANAQ LETPO EMOTITELNG KOL LETPLAOUOU KIVOUVWY. Me tnVv
EVOWUATWON TIAPAUETpWY TIou adopolv IntApata wootntag otn dadlkacia
Slaxeiplong aAdaywyv, Ta voookopeia Statnpolv ta enineda acddlelag Kot
Swkatoouvng otn ANYn twv anodpdcewv ou unootnpilovtal and cuothupata
Texvntng Nonpoolvng otnVv KALWVLKA TIPAKTLKN.

Tvotnua Awaxeipiong Mowdtntag (Quality Management System - QMS) ywa
dopeig avantuéng cuotnuatwv TN o givat TAUToXPOVWG Ko tapoxot: Mo
OKOWUN ONUAVTLKN §LAoTOoN TOU TIPOTELVOUEVOU HOVTEAOU adopd Ta cuoTAHATA
Texvntig Nonuoolvng mou avamtuooovtal evOOyEVWG amd VOOOKOUELa Kol
gEpeuVNTIKA OpUHata. H tdon twv Onuéolwv opyaviopwv Uyeiag va
avarntuooouyv ) va ipooappolouv Wloktnta cuotipata Texvntig Nonpoouvng
evioyvuetal Slapkwg, L6iwg oTo MAAioLo TWV aKASNUATKWY LATPLKWVY KEVIPWV. ZTLG

41 European Network of National Human Rights Institutions (ENNHRI), AnAwon oyetikd ue tn Stao@dAion
TNC AMOTEAECUATIKOTNTOC TWV EKTIUNTEWV EMMTWIEWV ota JeueAiwdn dikawwuato (FRIAs) oto mAaioto

ToU_Kavoviouou tn¢ EE yia tnv teyvntn vonuoouvn, Brussels: ENNHRI, 2025.
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TIEPUTTWOELG QUTEG, TO (610 To (Spupa avaAapBAavel oUCLACTIKA TOV POAO TOU
KOTOOKEUQOTH j TOU TIAPOXOU TOU CUOTAHOTOC, UE QATOTEAECUA VA UTIEXEL
TMPOOOETEC KAVOVIOTIKEC KOl PUOULOTIKEG UTIOXPEWOELS. Ol  €UPWTAIKEG
KATeLBUVTAPLEG 08NYLES YLaL TA LATPOTEXVOAOYLKA TIPOTOVTA IOV AVOTTUCCOVTaL
KOLL XPNOLUOTIOLOUVTAL EVTOC TwV (SlwV TwV UYELOVOULIKWYV W&pupdTtwyV (in-house
medical devices) Steukpivilouv otLTa Lopupata vyelag opeilovy va epapuolouv
ocuvotnuata Slaxeiplong moldtnTag Kol va SlaBETouv TEXVIKN TeKUnpiwaon, N
omola va QmOOEKVUEL OTL TA EOWTEPIKA  QVATITUYHEVA — EpyaAeia
OVTOTIOKPIVOVTOL OE GUYKEKPLUEVEG OVAYKEC TWV 0L0BEVWY TTOU SEV Umopouv va
KaAupBoUv amod Slabéoipa epmoplkd mpoiovta.*? To Tuvotnuo Aloxeiplong
Mowotntag Ba mpémnet va dtaopaAilel OTL Ta AMoTEAECUATA KAl OL ETUOOOELG TWV
ovotnuatwyv Texvntng Nonuoouvng afloAoyolvial WG TPOG TUXOV
Sdladopomnooelg petaty mMANBuoUlakwy ouadwv Tou Slakpivovtal PBaocel
BloAoyikoU Kot KowwvikoU ¢pUAou Kat GUAETIKAG I €BVOTIKAG KATOYWYNG, OTL oL
OTPOTNYLKEG UETPLOOUOU TWV OXETIKWV KLVOUVWV TEKUNPLWVOVTAL EMOPKWE Kl
OTL OL uNnxaviopol avBpwrivng eMOMTELOG £{OUV OXESLAOTEL KATA TPOTO TIOU VA
Sdtaodalilouv pntd 1600 TNV acddalela Twv acBevwv 600 Kal T Sikain
HETAXELPLOT) TOUG. AKOUN KOl OTaV ePpapUolovTal KAVOVIOTIKESG EEALPETELG YLa TA
EOWTEPIKA (in-house) 1ATPOTEXVOAOYLKA TIPOIOVTIA, OL UTIOXPEWOELG TIOU
amoppéouv amo Ta OepeAwdn Swolwpata Kol T guputeEpa  TAAiola
SdlakuBepvnong tng Texvntng Nonupoouvng e€akoAouBolv va LoxUouv TANPWG.
Q¢ €k TOUTOU, TO ZUoTNUa Alaxeiplong MoldtnTag anoteAel KPIOWWO UNXAVIOUO
ylo TV EVOWMATWON TNG apXAg TNG LoOTNTOG KOl TNG Un Slakplong otov
oxeblaopod, TNV eEMKUPpWOoN KoL TNV avamntuén Blolatplkwyv cuotnuatwy Texvntig
Nonuoouvng.

Ztadlo napakoAolOnong, eAéyxou kat Aoyodoaiag

- 'EkBegon amoédoon¢ Kol Lootntag ME avaAuvon ova mAnbucpiakn opada:
Aebopévou otL ot Sladopomolnoelg otnv enidoon Twv aAyopiBuwyv pnopouv va
oUMBAAOUV 0t Avioa amoteAéopata Ot oxéon He Ofuata uyeslag, Ta
voookopeia Sev odelhlouv pévo va amattouv amd Toug MPOUNBeUTEC va
TIAPEXOUV OXETIKEG TTANPOdOPLEC TPV Amd TNV MPOUNOELX EVOC CUCTHUOTOC,
OAAG KOL VO €EKMOVOUV ECWTEPLKEC avaAUoel mou va Oegixvouv mwe Ta
cuvotnuata amnodibouv oe oaoBeveic pe  Sladopetikd  Snuoypadikd
xapaktnplotikd. Ou avalvoslg outég Ba mpémel va eotdalouv  oOTn
Slootpwpatwpévn afloAdynon TNG AMOTEAECHATIKOTNTAC WG MPOG TO BLoAoyLko
dUAO KaL TNV TautotnTa GUAOU, KABWE KOL OTLG OXETIKEG PUAETIKEG 1 EBVOTIKEC
Slapopormoloelg, 6mou aUTo ival VOULUO Kal ePLKTO, TapEXovTag tapaAAnAa

42 Medical Device Coordination Group, MDCG 2023 1 — KateuSuvtriplec 08nyiec oyetikd e tnv eéaipeon
twv tdpuudtwy vyeiac (MDR/IVDR), Brussels: European Commission, 2023.
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QLTIOAGYNON yla TUXOV avormodeukta Keva ota  amnoteAéopata. Omou
evronifovtat Sladopég otnv amodoon TwWV ANMOTEAECUATWY, OL Opyaviouol
odellouV va TEKUNPLWVOUV TIC OTPATNYLKEG LETPLOOMOU TwV Sladopwy Kal va
TIAPOaKOAOUBOUV SLaXPOVIKA TNV ONMOTEAECUATIKOTNTA TWV METPWV autwv. H
TPOCEYYLON aUTH avtavakAd TG mpolnobeoelg mou tibevtal oto mAaiolo Tou
gupwmaikol KavovioTikou mAatoiou yia tnv Texvnt Nonuoouvn, cUudwva pe
TLC OTIOLEC OL OpyavIopOL MPEMEL va aloAoyoUV evepyd Kol VoL LETPLAIOUV TOUG
kKwwdélvoug TmpokatdAnyng TOoo ota oUvoha twv  Sedopévwv  Tou
XPNOLUOTIOLOUVTAL, 000 KOl 0T AMOTEAECUATO TWV HOVTEAWV. O Kavoviopog yla
Vv TN (apBpo 10) mpoPAémel pntd TNV a§LOAOYNON KAl TOV TEPLOPLOUO TWV
KlvéUvwv mpokatdaAnPng ota cUvola SeSopévwy, evw TAPAAANAQ ETUTPETEL,
UTIO QLUOTNPECG EYYUNOELG, TNV TIEPLOPLOUEVN eTte€epyacio SeSOUEVWV ELSIKWY
KOTNYOPLWV E OKOTIO TOV EVIOTILOMO TiBavwV TipokataAfPewv.

H ouykekpwuévn avadopd Aeltoupyel MPWTIOTWG WG €pyaleio ouvexolg
apakoAouBbnong eviog tou mAatciov StakuBépvnong. Alattel cuvexr culoyn
6ebopévwy, TAKTIKA TapakoAouBnon tN¢ emiboong Twv OUCTNUATWY OfF
S10popETIKEG SNUOYPADIKEC OUASEG KAl CUVEXN ETIKALPOTIOLNON TWV UETPWV
HETPLAOHOU KIvdUVWV otav evtomnilovtal Stadoponolnpéva anoteAéoparta. Me
TOV TPOTO QUTO, 0L GOPELG LYELOVOULKNG TTEPIBAAYP NG UtopoUv va eviomi{ouv Kot
va  avtlpetwrnilovv Toug Kwdlvoug mpokatdaAnyng oe Pabog xpodvou.
MapdaAAnAa, ta Baclkd supnuata Tng avadopdg, ONMwE oL SLATILOTWHEVES
QVLOOTNTEG KOL N ATIOTEAECUOTIKOTNTO TWV OTPATNYIKWY HETPLOCHOU KLVSUVWY,
Ba mpémnel va cuvoilovtal Kot Vo EVOWHATWVOVTAL 0TOV «EAEYXO yLa {NTHaTa
LootTnTaG Kal Skalwpdtwv» (equity and rights audit), Sliacdalilovtag tn
Stadavela kat tn Snuocia Aoyodooia.

Z0otnua eAéyxou Vo emunédwy, To onoio neptAapfavel évav TeXVIKO EAeyxo
KoL €évav €AeyXo yla INTARATA LOOTNTOG Kol SiKowpatwv: Eva edapuooiuo
mAaiolo eAéyxou (audit regime) yla ta voookopeia Ba pémel va cuvdudlel tnv
aUOTNPOTNTA UE TNV MTPOKTIKOTNTA KL TAUTOXPOVA VA ElvaL KATAVONTO TOCO Ao
TO TIPOCWTILKO OCO Kal arod To EUPU KOLWVO. 2TO MAALOLO auTo, 0 €Aeyxoc (audit)
VOE(TAL WC ML TUTOTIOLNUEVN Kol Teplodikny Stadikacia afloAoynong tng
oUMHOpdWONG, TNG eMibooNG Kal TwV EMUTTWOEWY VoG cuotiuato¢ TN ota
Slkawpata Twv atdépwy, N omoia CUMMANPWVEL TN CUVEXH TapakoAoubnon
Xwplg va tnv umokaBLoTd.

Texvikag éAeyxog (Technical audit): To emninedo autd CUVIOTA UL EUTILOTEUTLKA
emelpnolakn afloAdynon kot mephapPdavel Aemtopepeic €Aéyxoug TouU
TIAPOUEVOUV  ECOWTEPLKOL OTOV  Opyaviopo, Onmw¢ OoKEG aodaAelag,
afLOAOYNOELG AVOEKTIKOTNTAC, EMIKUPWON TNG KAWIKAG amodoong Kabwg Kot
€A\eyxo ocuppdpdwong He TG amattioslg dStakuBEpvnong dedopévwy. 18laitepn
Eudoaon Ba mpémel va divetal otnv agloAdynon Tng emidoong Tou CUCTHUATOG
AapBavovtag urtoyn to BloAoyikd ¢dUAo Kal TV tautotnta GpuAou, Kabwg Kat
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TIC PUAeTIKEC 1 €BvoTikEG Sladopormoinoelg, e€etaloviag katd ToOCo T
QTOTEAECHATA TOU HOVTEAOU eVOEXETAL VOL DETOUV CUOTNUATIKA OE ELOVEKTIKN
B£0n oUYKEKPLUEVECG TTANBUGULOKEG OUASEC. OL SpaoTNPLOTNTEG AUTEC B PETEL
va evappovilovtal Pe TIG OXETKEG Statatels Tou Kavoviopou yla tnv TN (Al Act)
(@pBpa 9-15), kabwg kat pe tov Kavoviouo yla ta latpotexvoloyikd Mpoiovra
(MDR) kat tov Kavoviopd yw ta In Vitro Alayvwotikd latpotexvoloyikd
Mpoiovta (IVDR), 6mou amatteital n edpappoyn Tou.

‘EAgyxo¢ ya {ntipata .ootntag Kat dikawwpatwv (Equity and rights audit): To
Seutepo auto enimedo eAéyxou emikevipwvetal otn dladavela, tn Aoyodoaia
KOL TOV WETPLOOUO Twv TpokataAfPewv. Oa TPEMEL va TEKUNPLWVEL TIC
QVLOOTNTEG  OTA  AMOTEAEOPOTO, TG TMANOUOULOKEG  OMAdEC  ToU
ouunepAndOnKav oTLg SOKIUEC, TOUG YVWOTOUC TIEPLOPLOUOUC TOU CUOTIHATOG
Kol Toug SLaBéoipoug pnxaviopoug umoBoAng mapamnévwy, mepAappavoviag
napAaAAnAa pnt avAAUCH TWV EMUTTWOEWV TIOU epdavilovtal os oxéon LE TO
dUAo kal tn ¢GUAN. EmutAéov, Ba TpEmel va Kataypddovial OToLEla Tou
amodelkviouv OTL n avbpwrivn €mMONTela €lvol OUCLOOTIKA KAl LKavA va
evtomilel Kal va S10pBwVEL ATTOTEAECUOTO TOU CUOTAUATOC TIOU TIPOKUTITOUV
ano TmpokataAnPelc. Me Bdacn TNV TPOCEYYLON TwV «EAEYXWV Kol
yvwoTtonoloswv mnpokataAnyne» (bias audit & disclosure), n omnoia
edapUOlETAL OTOV TOUEQ TNG EPYOOLOKAG pUBULONG,* propel va ouvtaxBel pa
OUVOTITIKI €KBEON MPOOAVATOALOUEVN OTO EUPU KOO n omola Ba mapouactalet
Ta BACLKA EUPNUATA, TIG OTPATNYIKEG AVILLETWITLONG TWV TPOoKATAANPEwWVY Kal
TLG BeATLWOELG TTOU €X0ouV EPAPUOOTEL, XWPLG VO ATMOKAAUTITOVTAL EUTILOTEUTIKEG
N Wloktnolakeg mAnpodopiec. MapdAAnAa, «to cuvbuaotiko Takeéto FRIA kat
DPIA», To omoilo avadEpeTal mapandvw, EVIACOETAL OTO EMINeSO TOU €AEYXOU
yla Intuata ootntag Kol SKALWHUATWY, €VIoXUovTag Tn OUOTNHOTLKA
aéloAdynon twv BepeAlwdwy SikalwPATwY, TNG pootaciag SeSopEVWY Kal TNG
dnuoypadkng LootnTag.

Mntpwo “enaypunvnong” ywa tav TN (Al vigilance log). H mapakoAoUBnon
META TNV edapuoyn &vog cuvotipato¢ TN umootnpiletal €miong PEOW TNG
dnuoupylag evog  apyxeiou/pntpwvou  «emaypumvnong»  ywa  tnv TN,
EUNMVEUCMEVOU  amd Ta  ouothuata  GapupaKosemaypuTvnong  Tou
XPNOLLOTOLOUVTAL OTN KAVOVIOTIKA puBULon Tou topéa twv dapudakwv.** Ot
enayyeApatieg vyeiag Ba mpénel va €xouv T Suvatotnta va avadEpouv
TIEPLOTATIKA, Ttap’ OAlyo atuxApata (near- misses) ) anmpoBAenta anoteAéopata
nou oxetilovtal pe anoddaoels untootnpllopueveg and cuotiuata TN, pe cadn
nedila kataypadng Stadopwv mou oxetilovtal pe To GUAO KoL TV TAUTOTNTA

43 New York City Department of Consumer and Worker Protection, Autouatomotnuéva epyalieioa Anging
ATOPATEWV OYETIKA UE TNV artacyoAnon (AEDT), New York: City of New York, 2025.

44 European Medicines Agency, Evétnta VI tou GVP — SuMoyn kat urtoBoAr ava@opwyV yio UIOnTEC
averuduuntec eveépyetec (Avaid. 2), London: EMA, 2017.
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dUAou N TIc puletikég/eOvotikeég opadec. OL avadopeg autég Ba TPEMEL va
avaAUoVTalL OCUCTNUAOTIKA Yyl TNV aviyveuon ovaduOPEVWY TIPOTUTIWY,
oupnephapBavopévwy SladopomoLlNUEVWY ETUMTWOEWYV OF OUYKEKPLUEVEG
Snuoypadikéc opAdeC, WOTE OL OpyavioHOL UYeloVOULKAG TepiBaAdng va
uropouv va evromilouv Bfépata acdaAelag, InTHUATA LOOTNTAC 1 TAOELG
npokataAnyng. Omou eival amapaitnto, Ta MEPLOTATIKA, WOlwg ekelva mou
UTtOSEIKVUOUV AVLoN PETAXELPLON A KIVEUVOUC YLa TTPOOTATEVOUEVEG OUASEG, Ba
TIPETEL VA KOLVOTIOLOUVTAL GUECA OTOUG TIAPOXOUC TWV CUCTNUATWY, OTLG
OPUOSLEG eMITPOTEG SLOKUBEPVNONG TWV VOOOKOUEIWV KOL OTI( PUBOULOTIKEG
0pPXEG. TO UNTpwo auTo Ba mpémel emiong va tpododotel MePLOSIKOUG EAEYXOUG
yla {nTuata lootntag Kot SIkalwpdtwy, umootnpilovtag tn ouveyn BeAtiwon
KOl TOV TIEPLOPLOUO TWV TTpoKaTaANPewv otnv KAWIKN epappoyn tng Texvntng
Nonuoouvng.

ZTuvepyaoia ot eninedo Siktvou kot avtaAlayn MAnpodopLwV OXETIKA ME
TLEPLOTATLIKA. TO EVPWTAIKO SIKTUO TWV OPYAVWOEWV TNG KOLVWVLOG TWV TIOALTWY
Kot dnuoolwv voookopeiwv mou Ba avamtuxBel oto mAaiowo tou AEQUITAS
Aetoupyel wg €va kowo eninedo StakuBEpvnong, napéxoviag eviaio As€AoyLo
KOl KOLWVA TIPOTUTIOL 0VaLPOPAC VLA TIEPLOTOTLKA KOl EUP AT TIOU OXETI{OVTAL PE
EUPUAEC Kol PUAETIKEC TpokaTaARPeLg ota cuotipata Texvnt¢ Nonupoouvng.
To 6iktuo autd umnootnpilel tn Slatomikr pLadnon kot tn Sidaxuon BEATIOTWY
TIPOKTIKWY YL TOV €EVTOTILOMO, TOV TEPLOPLOUO KAl TNV QIOKATACTOON TWV
QVLOOTHTWV, KATA TPOTIO OVAAOYO LE TIPOCEYYLOELS TTOU £DAPUOLOVTOL OE TOUELG
vPnAng achalelag Kot otn poapuakoenaypunvnon. Méow tou dlapolpacpol
bdebopévwy mou adopolV o€ KATAYEYPAUUEVO TIEPLOTATIKA TipokaTaANPEwWY, OE
SL0OTPWHATWHEVEG AVOAUCELG yla TNV emiboon Twv cuoTtnUATwy, KABwG Kal o€
€PAPUOCUEVEG OTPATNYLIKEG TIEPLOPLOUOU TWV KLVOUVWY, TO SIKTUO ETUTPETEL OE
VOOOKOUELO KOL OpYAVWOELS TNG KOWWWVLOG TwV MOALTWV va evtomilouv €ykalpa
CUOTNULKA TPOTUTIA AVIOOTNTOG KOL VAL cUVTOVI{OUV OTOXEUMEVEG TTAPEUPACELC.
Eddoov o Eupwrnaikog Xwpog Asdopévwy Yyeiag (European Health Data Space/
EHDS), oto mAaioclo piag pubuiotikng Swadikaoiag, SlEUKOAUVEL TOCO TNV
npwtoyevn xpnon (mapoxn dpovtidag) 6co Kkal tn deutepoyevn xprnon (Epeuva
Kol xapa€n TOALTLKAG), ETUTPETEL 0TO OIKTUO va eUBUYPAUUICEL TIG TIPOKTIKEG
avtaAayng Sedopévwyv kol paABNonGg HeE TA XPOVOSLOYPAUMOTO KOL TLG
EKTEAEOTIKEC TIpatelg Tou EHDS kabwg auta e€ediooovtal, umootnpilovtag pia
o Sikain kot Stadavy epapupoyn tng Texvntng Nonpoouvng os OAa Ta
WOpupata UYELOVOULKAG TtepiBaAPnC.

Ekmaudevutiky €votnTo/EKMALSEUTIKO CEULVAPLO Yla KALVLIKOUG LaTpoUG Kou
EUMELPOYVWLOVEG TWV OPYOVWOEWV TNG KOVWviog Twv noAttwv. MNpokeLpuévou
Va TIEPLOPLOTEL N mIBavoTnTa TNG «MpoKataAnyng avtouatiopol» (automation
bias) koL Twv avicotntwv otnv KAWLk Texvnt) Nonuoolvn, TO PuBULOTIKO
povtélo AEQUITAS meplthapBavel urmoxpewtikn ekmaidevon, oxeSLAoUEVN WOTE
va £$podLalel tig/Toug emayyeApatieg vysiag pe e€LOTNTEC KATAVONONG TWV
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TIEPLOPLOUWY TWV CUCTNUATWY TN, KPLTIKNC EPUNVELNG TWV ATIOTEAECUATWY TOUG
kat Sduvatdtntag mapdkopudng rn Slakomng TnG AEltoupyilag Toug Otav Ta
QMOTEAECUATA  TIAPAYOUV TIPOKATENNUUEVA 1 aAvioca amoteAéopata. H
eknaibevon bivel éudaon otnv eualobnTomoinon OXETIKA HE TOUG KvdUVOUG
eudaviong Eudulwv kKal GUAETIKWYV TipokataAnPewy, OTIC apPXEC TwV
BepeAlwdwy SKALWUATWY Kal o€ NOKA {NTHMOTA, CUUTTEPAAUBAVOUEVNG TNG
LlootTNTaC, TG KN Stdkplong kat tng cupmnepiAndng twv acbevwv. H evotnta autn
urnopet va BswpnBel wg éva UTIOOTNPLKTIKO EPYAAELD, TO OTIOLO EVIOYUEL EVEpPYA
™V edappoyn Tou pubuLotikol povtélou, Slacdalilovtag OTL TO TPOCWIILKO
Tou €lval urteBUVO yla TNV enMonteia cuotnuatwyv TN pnopet va epapudlel pe
enapkela dtadlkaoieg mapakoAolBOnaong, emikUpwong kat Aoyodoaoiag péoa anod
To mpilopga ™G wotntag. H ekmaibevon mepllapPdvel emiong QOKAOELG
BaCLOUEVEG OE OUYKEKPLUEVEG LEANETEC TEPLTTTWONG YLl TOV EVIOTIOMO KOl TOV
HETPLAOMO AVICOTATWYV UE BAon To BLoAoyikd ¢uAo, tTnv tautotnta pUAou Kot
TIG GUAETIKEG/eBVOTIKEG SLadopEc.

JUUTTEPALOLOTLKAL

H Texvnty Nonpoouvn mpoodEpel onUAvTIKEG Sduvatdtnteg yla tn PeAtiwon Twv
QMOTEAECOUATWY OTNV  UYELOVOMLKN TieplBoAdn. Qotoéco, Xwpl{ TPOCEKTIKN
SlakuBEpvnon UMOPEL va avamapdyel 1 va €MITEIVEL aviootnTeg AOyw ¢UAoU Kal
TAUTOTNTAG GUAOU, KOBWC Kal PUAETIKEG N €BVOTIKEG avVIOOTNTEG, OAAQ KOl QAAAEG
HOPdPEC cuOTNUKWYV TipokaTAANPEWV. To pUBULOTIKO LOVTEAO TIOU TTAPOUCLALETOL OTO
napov Eyypado MoALTIKAG eMXELPEL VAl PLETAOXNUATIOEL TI( OPXEG TWV BepeAlwdwv
SIKaLWUATWY o€ CUYKEKPLUEVEG SikAeidec aodaleiag mou Ba mpémeL va LoxUouv o€ OAa
Ta otddLa tou kKUKAou Iwn ¢ Twv cuotnudtwy TN, arnd tnv mpouRBeLa KoL TNV ETUKUPWON
Ewg TNV avamtuén, tv mapakolouBnon kat tn Aoyodooia, pe pnti éudaon otov
EVTOTILOWO KOL TOV TIEPLOPLOKO TwV Sladopwv ota amoteAéopata mou epdavilovratl
peTall Sladopetikwy MANBUoULOKWY opddwy aoBevwy. Méow tng edapuoyng evog
ocuotnuartog StakuBépvnong cuotnudtwyv TN mou otnpiletal oe €va Sounuévo ocUVoOAo
otadiwv KUKAoU LwNAG, TIOALTIKWY, TIPAKTLKWY EPYAAELWV KOL TEKUNPLWY, T VOCOKOUELD
KOLL OL OPYQAVWOELG TNG KOWVWVIAG TWV TTOALTWV UIOPOoUV va a§LoAoyoUV CUOTNUATLKA, Vol
HETPLAlOUV KOL VO TEKUNPLWVOUV KWVOUVOUCG, CUUTEPINAUBAVOUEVWV TWV AVICWY
ETINMTWOEWV OE KOWVWVLKA OTTOKAELOUEVEG OUASEC aoBevVwV.

Me tnv evowpatwon Odayudtwv and OSladopeTikolg TOUEL], TWV VOULKWV
anapaitntwv mpoimoBécswv tng EE kot &eBvwv mAaloiwv SwakuBEpvnong, To
PUBULOTIKO poVTEND uTtooTNPileL TIG/ TOUC eEMayYYEAUATIEG UYELAg oTNV UTIELOUVN Xpron
cuvotnuatwyv TN kat Staodalilel dikain, aodaAn katl dStadavr) vuyslovoulkr mepiBaidn
yla  OAec/6houg Tig/toug aoBevelg, avefaptitwg ¢uAou, Tavtotntag ¢ulou,
dUAETIKAC/€OVOTIKAC KaTaywyng i AAAWV SnUoYpADLKWV XAPAKTNPLOTIKWV.

Me tn Xpnuatoddtnon tng Evpwmndikng Evwong. Qotooo, oL andyelg Kal Ol YVWHEG TIOL SLaTUTIWVOVTAL
EKPPATOLV ATOKAELOTLKA TIG AMOYPELG TWV CUVTAKTWY KAl HEV AVTLMPOCWTIEVOLY KAT' avdyKn TLG andypeLg
¢ Evpwmaikng Evwong 1 tou Evpwmaikol Ekteleotikol Opyaviopol Ekmaidevong kat MoAtTiopov
(EACEA). H Evpwmaiki Evwon kat n apxn xoprnynong &ev pmopolv va Bswpnbolv umelBUVEG yla TIG
ekppagopeves anoyelg. Kwdikog epyou: 101215009 — AEQUITAS — CERV-2024-CHAR-LITI
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