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ABSTRACT

Background: This study correlates the up-to-date ethical, functional and legal evaluations
related to the management and governance of artificial intelligence (AI) under European
Union (EU) law, particularly impacting the health data sector and medical standards as
provided by the Artificial Intelligence Act within the Regulation adopted by the European
Council in May 2024. The initial proposal for the management and governance of the Al sector
was submitted in April 2021. Three years later, on 13 March 2024, the European Union
Artificial Intelligence Act (EU AIA) was adopted by the European Parliament. Subsequently,
on 21 May 2024, the Council adopted an innovative legislative framework that harmonises the
standards and rules for Al regulation. This framework is set to take effect in May 2026, with
the central objective of stimulating and motivating a fair, safe, legal single market that respects
the principles of ethics and the fundamental rights of the human person.

Methods: The current legal analysis focuses on the European Union’s new institutional
governance involving a multistage approach to managing health data, ethical artificial
intelligence, generative artificial intelligence and classification of types of AI by considering the
degree of risk (e.g. artificial intelligence systems with limited risk and systems with high risk)
and medical devices. It outlines the legal framework for Al regulation and governance in the
EU by focusing on compliance with the previously adopted legislation in the Medical Devices
Regulation (2017) and the In-Vitro Diagnostic Regulation (2017). The paper also examines
the application of the newly adopted EU Artificial Intelligence Act in relation to national justice
systems, previous EU regulations on medical devices and personal data protection regulation,
and its correlation with the European Court of Human Rights jurisprudence. This opens up
complex discussions related to judicial reform and access to justice. For this purpose, as a
research objective, the legal analysis includes an innovative perspective following an integrative
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AHOTAL|IA! YKPAIHCbKOK MOBOIO
JlocrigHuubKa cTatta

MPABOBWI AHAJI3 3AKOHY €C TPO LUTYYHWUI IHTENEKT (2024):
NEPEBATW B COEPI YNPAB/IIHHA NEPCOHAJIbHUMIA JAHUMI
TA TIONITWKW OXOPOHW 310POB’A

Auxa lapmera Onimio*, Kemenina Mapia Jxeopoxecky ma Janieno Ani Onimio

AHOTALIIA

Bemyn. Le 0ocnioscenns 3icmasise cyuachi emuuni, PyHKUioHanvHi ma npagosi ouinku, nosssami 3
ynpasninnam i pezymosanuam wimyuroeo inmenexmy (III) eionosiono 0o 3axonodascmea
Esponeiicvikozo Corosy (EC), 30kpema 3 6naUBOM HA MeOUUHi CIMAHOAPMU MA CeKMOP MEOUMHUX
danux, AK ye nepedbaqeHo 3aKoHOM NPo wWmyuHuil iHmenexm 6 mexcax Peenamenmy, npuiinsmozo
Esponeticvroro Padoro 6 mpasri 2024 poky. ITouamkosy nponosuyito us000 ynpasnints ma KepysaHHs
CEKMOPOM UWimMyuHOo20 inmenekmy 6yno nodaxo 6 xeimui 2021 poxy. Yepes mpu poxu, 13 bepesrs
2024 poxy, Esponeticokuii napnamenm yxeanue 3axoH €sponeiicokozo Cowsy npo wimy4Huil
inmenexm (EU AIA). 32000m, 21 mpasns 2024 poky, Pada npuiinsana inHo8auiiiny 3akoHo0asuy 643y,
AKA 2apmOoHi3ye cmanoapmu i npasuna pezymosanns 1. Bona mae nabymu uuxHocmi 6 mpasHi
2026 poxy, 207106HO0 MeOor0 AKOT € CHUMYIIO8AHHS Ma MOMUBAUIA YECHOR0, 6e3neuH020, 3aKOHH020
€0UHO20 PUHKY, AKULL NOBANAE NPUHUUN eMUKU A PYHOAMEHMATbHI NPABA T0OUHL.

Memoou. 30iticHenuii npasosuii AHAI3 30CePeOHCYEMbCA HA HOBOMY IHCMUMYUIlHOMY YNPABIIHHI
Esponeticvkozo Coto3y, uio nepedbauae bazamocmynenesuii nioxio 00 kepyeaHHs 0aHUMU NPO CMar
3bop03’ﬂ, eMUMHULL UMYHHUTE iHMeseKm, 2eHepamueHULl WmyuHuil iHmenexm, mmcugﬁimuiro
MUNi6é WMy4Ho20 iHmenexmy 3 ypaxyBanHam cmynens pusuxy (Hanpuxaao, Cucmemu WMyuHo2o
iHmeneKmy 3 00MeHeHUM PUSUKOM i CUCTNEMU 3 BUCOKUM PUSUKOM) i MeOutHe 001a0HAHHA. Y HbomY
OKpecrieHo 3aK0H00asHy 6a3y w000 pezyno6aHHs ma ynpasaiHHa wmyuHum inmenexmom y €C,
30Kpema 30cepedrneHo y6azy Ha OOMPUMAHHI PAHiuLe NPULIHAIMUX HOPMAMUBHO-NPABOBUX AKIMIE Y
Peznamenmi MDR (The Medical Devices Regulation) (2017) ma Peenamenmi IVDR (The In Vitro
Diagnostic Medical Devices Regulation) (2017). Y cmammi makosxc 00Ci0NYEMbCS 3ACOCYBAHHS
Hew,00a6Ho yxséanenozo 3axoHy €C npo wmyunuti iHmenekm w000 HAUIOHATIGHUX CUCIIEM
npasocyoos, nonepedni HopmamueHi akmu €C 14000 MeOUHHUX NPUCPOT6 i pe2yi08aAHHS 3aXUCY
NepCoOHANbHUX 0AHUX, 4 MAKOM 30iliCHIEMbCS iX 3icMAsNeHHs 3 npakmuxot €8poneiicokozo cydy
3 npae moounu. Lle sioxpueae cknaoui ouckycii ujoo cydosoi pedpopmu ma docmyny 00 npasocyoos.
Bionosiono do memu 00cnioneHHs, NPasosusl aHani3 Micmumo iHHOBAUIlIHY NePCNeKMuUsy, ujo
SPYHIMYEMDBCA HA iHMeZPAMUBHOMY 002060peHHI OCMAHHIX NPABOBUX pedopm i HOpMamueHo-
npasosux akmise y cgepi wimyunozo inmenexmy 6 Cxiowiii €eponi, sxi 6ynu énposaodiceHi y
2024 poui, 3 0cOONUBUM AKUEHIMOM HA OCMAHHI n00ii 6 Kpainax-kanoudamax Ha écmyn do €C, a
came 6 Ykpaini ma Pecny6niyi Monooea.

Pesynomamu ma eucxosxu. L cmamms cnpuse 6uUBHeHHIO PeanvHUX nepeeaz ynpasmiHHs
inHosayitinumu cucmemamu I 0ng meduurux danux, 00cnionerv i po3poOoK, a Mmaxosx y eany3i
MEOUUHUX MeXHON02ill.

Kntouosi cnosa: wimyunuii inmenexm, 111, emuunuii I, 3akonodascmeo €C, cenepamusnuii 11,
MmeouuHi Oami.
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