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BUMOTIU 4O KNIHIYHOro OUIHIOBAHHA MEOAUYHUX
BUPOBIB Y 3AKOHO[ABCTBI EBPONEUCHKOro
COIO3Y TA YKPAIHM

PE3IOME. VY pauxax Y2o00u npo acoyiayito misxc Yxpainoio, 3 00no2o 6oky, ma €gponeticokum Corozom, €eponeiicokum cnigmosa-
PUCTBOM 3 AMOMHOI eHepeii ma IXHIMU Oepicasamu-uieHamy, 3 iHwoeo, Vkpaina e3sina Ha cebe 8i0N0GiOHI 30008 A3aHHA U000
NOCMYN08020 00CAHeHHA 8i0n08ioHocmi 3 mexuiunumu peenamenmamu €C ma cucmemamu cmandapmusayii, Memponozii, akpeou-
mayii, pobim 3 oyinku 8ionogionocmi ma punrooeo naznady €C ma 30606'a3anacs 0OMpUMyBAMUCS NPUHYUNIE MA NPAKMUK, 6UK-
Jla0enux 8 axmyanvrux piwennsx ma peznamenmax €C.

Mema. [Iposecmu nopigHsibHull anaiz nioxo0ie 00 MeXHIYHO20 Pe2ytO8aHHs MEOUUHUX BUPODIE MA IXHLO20 KITHIUHO20 OYIHIOBAHHSL.
Mamepianu ma memoou. IIposedeno ananiz nopwamusno-npasosux akmie €C i Yipainu y chepi mexniunozo pezyniosanns meouy-
HUX 8UpP00i8 ma IXHb020 KIIHIYHO20 OYIHIOBAHHSL.

Pesynomamu. Posenanymo nonoscenna peenamenmy €C, wo peeynoe numanna KiiHIYHO20 OYIHIOGAHHS MeOUYHUX GUpODIs.
3ocepedaicena ysaza na nioxooax ma eumozax €C y chepi pecyniosanis meouyHux eupobis o000 npoeederHs: iXHb020 KIIHIUHO20 OYi-
HIOBAHHSL, 0 INAKOJIC HA HOPMAMUBHO-NPABOBUX ACNEKMAX Pe2YTI08ANHS KNIHIYHO20 OYiHIOBAHHS MeOuUHUX 6upobie 6 Ykpaini. Aemopu
BUCTOBUNU NPONO3UYIT U000 YOOCKOHANEHHS HOPMAMUBHO-NPABOBO2O PE2YNIOBAHHS KIHIYHO20 OYIHIOBAHHSA MEOUUHUX 8UpoDIs 6
Vpaini 6ionosiono 0o eumoe €C, 30kpema 00 8uM02 w000 NAAHY KIIHIYHOO OYIHIOBAHHS MA 36IMY 34 U020 Pe3yTbmamami.
Bucnosxu. Hopmamusno-npagoga 6asza 000 npoeoeHHs KIiHIUHO20 OYiHIO8AHHSA MeOuUHUX 8upobie nompedye yoockonanerHs. Ipu
it po3pobyi ma énpogaddicenti HeoOXiOHO 8paXyeamu MaxKi ACneKmu: HO8i BUIHAYEHHS MEPMIHiG, YOOCKOHANEHHS NOPSOKY NPOBEOEHHs
KATHIYH020 OYIHIOBAHHS MEOUUHUX 6UP0OIB, 0006 AKOGICHb | 8UMO2U 00 NOCIMOHIMOPUH2068020 KATHIYHO20 CNOCMEDENCEHHS Ma
NOCIMMOHIMOPUH20B020 HARTAOY.

Kniouosi cnosa: meduuni 6upodu, kiiHiuHe OYIHIOBAHHS, KIIHIYHI OQHI, NOCMMOHIMOPUH208E KIIHIUHE CHOCMEPENCEHHS, NOCHIMOHI-
MOPUHE0BULL HATIAO
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REQUIREMENTS FOR CLINICAL EVALUATION OF MEDICAL DEVICES
IN THE EUROPEAN UNION AND UKRAINE LEGISLATION

ABSTRACT. Within the framework of the association agreement between Ukraine, on the one hand, and the European Union, the
European Atomic Energy Community and their member states, on the other hand, Ukraine has committed itself to gradually achieve
compliance with EU technical regulations and systems of Standardization, Metrology, accreditation, conformity assessment work and
market surveillance of the EU and has committed itself to adhere to the principles and practices set out in current EU decisions and
regulations.

Aim. To carry out a comparative analysis of approaches to the technical regulation of medical devices and their clinical evaluation.
Materials and methods. An analysis of EU and Ukrainian regulatory acts in the field of technical regulation of medical devices and
their clinical evaluation was carried out.

Results. The provisions of the EU regulation governing the issue of clinical evaluation of medical devices are considered. Attention is
focused on the approaches and requirements of the EU in the field of regulation of medical devices regarding their clinical evaluation,
as well as on regulatory and legal aspects of the regulation of clinical evaluation of medical devices in Ukraine. The authors made
proposals for improving the legal regulation of clinical evaluation of medical devices in Ukraine in accordance with EU requirements,
in particular, the requirements for the clinical evaluation plan and the report on its resullts.

Conclusions. The regulatory framework for conducting clinical evaluation of medical devices needs to be improved. When developing
and implementing it, it is necessary to take into account the following aspects: new definitions of terms, improvement of the procedure
for conducting clinical evaluation of medical devices, mandatory and requirements for post-monitoring clinical observation and post-
monitoring supervision.

Keywords: medical devices, clinical assessment, clinical data, post-monitoring clinical observation, post-monitoring supervision.
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OHIHKA BE3IIEYHOCTI CIIOXKNBUYUNX TOBAPIB

Yroga mpo acomiamito MDK YKpaiHOIO 3
onHoro Ooky Tta €Bpomneiicbkum Coro30M,
€BpONEICHKUM CITIBTOBAPUCTBOM 3 aTOMHOL
eHeprii Ta il AepkKaBaMHU-YIEHAMH 3 1HILIOTO
(mam — Yronma mpo acouiaiito), patudikoBaHa
Bepxosnoto Panoro Ykpainu y Bepecni 2014 p.,
nependayae CTBOPEHHsI MOIVIMOIEHOI Ta Bce-
OXOIUTIOIOYOi 30HU BUIBHOT TOPTIBIIL.

3000B’s13aHHST YKpaiHU 110710 pedopMyBaH-
HSl CHUCTEMHU TEXHIYHOIO PEryJlOBaHHsS, CTaH-
JapTU3allii Ta METPOJIOT1i BUSHAYEHO CTaTTsIMU
53-58 maBu 3 «Texniuni Oap'epu y TOPriBii»
po3nuny IV «Topriens 1 nuTaHHs, NOB'sI3aHI 3
TOPriBi€IO» Yroau Mpo acouiamiro. ['apmo-
Hi3amis BITYN3HIHOIO 3aKOHOABCTBA 3 BIIIO-
BiiHUMH akTamMu €C 103BOJIUTH BIPOBAUTH B
PI3HUX IPOMHCIIOBUX CEKTOPAX XapaKTEePUCTU-
KM TIPOAYKIlli abo MOB’s3aHl 3 HUMH TIPOLIECH
Ta METOAM BUPOOHMIITBA, IO 3aCTOCOBYIOTHCS
B €C, a Takox 3a0e3MeunTH HaJISKHY Oe3rey-
HICTh HEXapuoBUX TOBapiB, y TOMY 4HCIl I
MEIUYHUX BUPOOIB.

BinnogigHo o crarti 56 miaBu 3 Yroau npo
acolriaiio, YkpaiHa Ma€e MOCTYIOBO JIOCSTHYTH
BIJITIOBIJTHOCTI 3 TEXHIYHUMHU periameHTamu €C
Ta CHCTEMaMM CTaHAapTHU3allii, METPOJIOTii,
aKkpeauTarlii, poOIT 3 OLIHKHA BiJIMOBIIHOCTI Ta
punkoBoro Harisity €C Ta 3000B's13a1acs 10TpU-
MYBAaTHCS IPUHIIMIIB Ta MPAKTHUK, BUKJIQJICHUX B
aKTyaJIbHUX pIIIEHHSX Ta periamentax €C.

['apMoHi3allis TEXHIYHUX pPErJaMeHTIB 1
BIIPOBA/)KEHHSI €BPONEHCHKUX TapMOHI30Ba-
HUX CTaHAApTIB 3a0€3MeUnTh BUCOKY SIKICTb 1
O€3IEeYHICTh MEJAWYHUX BUPOOIB, IiJIBUIIUTH
KOHKYPEHTOCIIPOMOKHICTh YKPAiHCBKOI MpPO-
OyKIii Ta BIJIKPUE EKCHOpPTepaM HOBI PUHKHU
30yTy, CIIPUATUME 1HHOBAILIMHOMY PO3BHTKOBI1
IIPOMUCIIOBOCTI.

OCHOBHI BUMOT'H 10 KJIiHIYHOIO

OL[IHIOBAHHSI MEUYHUX BUPOOIB

B €Bponeiicbkomy Coro3i

€sponeiickkum  [Tapnamentom Ta Pagoro
npuitnsaTo Permament Ne 2017/745 Bin 5 kBiTHsI
2017 poxky mpo MenuyHi BUPOOU, BHECEHHS
3miH 110 Hupektusu 2001/83/€C, Pernmamenty
(€C) Ne 178/2002 1 Permamenty (€C) Ne
1223/2009 Tta cxacyBaHHsi aupekTuB Paaun
90/385/€EC 1 93/42/€EC (nani — Pernmament
Ne 745), sixuii 3acTocoByeTbCsI B €BpOIEHChH-
xoMmy Coro3i 3 26 tpaBHa 2021 poky Ta Mae
nepexiHi Mepiou sl OKPEMHUX HOPM 3 JaTOr0
ix 3acTocyBaHHs 3 26 TpaBHsA 2027 poky.
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The association agreement between
Ukraine, on the one hand, and the European
Union, the European Atomic Energy
Community and its member states, on the
other (hereinafter referred to as the
Association Agreement), ratified by the
Verkhovna Rada of Ukraine in September
2014, provides for the creation of a deep and
comprehensive free trade area.

Ukraine’s obligations to reform the system
of technical regulation, standardization and
metrology are defined in the articles 53—58 of
Chapter 3 “Technical barriers to trade” of
Section 4 “Trade and trade-related issues” of
the Association Agreement. Harmoni-zation
of domestic legislation with the relevant EU
acts will allow introducing product character-
istics or related processes and production
methods used in the EU in various industrial
sectors, as well as ensuring the proper safety
of non-food products, including medical
products.

In accordance with Article 56 of Chapter 3,
Ukraine must gradually achieve compliance
with EU technical regulations and systems of
standardization, metrology, accreditation, con-
formity assessment works and market supervi-
sion of the EU and has committed itself to
adhere to the principles and practices set out in
current EU decisions and regulations.

Harmonization of technical regulations
and implementation of European harmonized
standards will ensure high quality and safety
of medical devices, increase the competitive-
ness of Ukrainian products and open up new
sales markets to exporters, and promote inno-
vative development of industry.

Basic requirements for clinical

evaluation of medical products

in the European Union

The European Parliament and the Council
adopted Regulation Ne 2017/745 of 5 April
2017 on medical devices, amending directive
2001/83/EC, Regulation (EC) Ne 178/2002
and Regulation (EC) Ne 1223/2009 and
repealing Council directives 90/385/EEC and
93/42/EEC (hereinafter referred to as
Regulation Ne 745), which is applicable in the
European Union from 26 May 2021 and has
transitional provisions periods for individual
norms with the date of their application start-
ing from May 26, 2027.




OIIHKA BE3IIEYHOCTI CIIOKUBYUX TOBAPIB

Crarrero 2 Permamenty No 745 BuU3HaueHO,
10 KJIIHIYHE OIIHIOBAHHI — II€ CHUCTEMATHY-
HUW 1 CIUTAaHOBAaHUHW TIporec Oe3rmepepBHOTO
reHepyBaHHs, 300Dy, aHaJi3y Ta OLIHKH KJIIHIY-
HUX JIaHUX, IO CTOCYIOTHCSI BUPOOY, 3 METOIO
nepeBipku Oe3neku Ta e(peKTUBHOCTI, BKIIIO-
Yarouu KJIIHIYHI TepeBaru, Npyu BUKOPUCTAHHI
BUPOOY 3a MPHU3HAYEHHIM BHPOOHHKA.

Kniniyne oriHtoBaHHs Mae OyTh 00'€KTHB-
HUM 1 peTeJIbHMM Ta BPaxoBYBAaTH SK CIIPH-
ATIMBI, TaK 1 HeCIpUATIUBI nofli. Moro rmubu-
Ha Ta 00CAT NOBUHHI OyTH MPOMOPLUIMHUMHU Ta
BIAMOBIIHAMU 10 XapakTepy, Kiacudikauii,
[[IJTHOBOTO TPU3HAYCHHS Ta PU3UKY BIATMOBII-
HOTO BUPOOY, @ TaKOXK 3asB BUPOOHHUKA IIOJIO
TaKoOro BUPOOY.

Permament Ne 745 giTko BU3Ha4a€, 110 KITIHIY-
HE OLIHIOBAHHS IIOBMHHO 3JIMCHIOBATHCSI 3a
BHU3HAUEHOI Ta METOIOJIOTTIYHO O6I‘p}IHTOBaHOIO
TPOLEYPOIO, sIKa nepezl6aqae KPUTHYHY OIIIHKY
BIITIOBIIHOI HAKOBOI JITEPATYPH LIOJ0 Oe3IIeKy,
MPOMYKTUBHOCTI, KOHCTPYKTHBHHX XapaKTepH-
CTUK 1 I[UTOBOTO NPU3HAYCHHS MEITYHOTO BUPO-
Oy, KpUTHYHY OLIHKY PE3YIBTATiB YCIX HAsSBHUX
KJIHIYHUX JJOCIT/DKCHB Ta PO3IIIS JOCTYIIHUX Ha
JIQHHI MOMCHT a/IbTCPHATHBHUX BAPIiaHTIB JIKY-
BaHHS JUTS €T METH, SIKIIO TaKi iCHYIOTb.

KniniuHe OI[iHIOBaHHS MOXE TPYHTYBaTHCS
Ha KIIHIYHUX JaHUX MO0 BUPOOY, SKHHA €
MiITBEP/UKCHHM CKBIBAJICHTOM BHPOOY, IO
JOCIIKYIOTh. JIIsl MiATBEPIDKCHHS CKBiBa-
JICHTHOCTI HEOOXITHO BpPaxOByBaTH TEXHIYHI,
010J10T14HI Ta KJIIHIYHI XapaKTEPUCTUKH.

Takox Permamentom Ne 745 BuzHaueHo tep-
MiH, KJIIHIYHI JaHi, 0 03Ha4yae iHdopmarrito
npo 6e3neKy ado MPOAYKTUBHICTh, OTPUMaHY B
pe3ysbTaTi BUKOPUCTAHHS MEIUYHOTO BHPOOY
Ta OTPUMaHy 3:

— KJIIHIYHHX JTOCIIIHKEHB BIIMOBIAHOTO MEIHY-
HOTO BUPOOY;

— KIHIYHEX JOCIIDKCHb a00 iHIINX NOCIIA-
KEHb, OMMCAHMX y HAYKOBiil miTeparypi
10710 MEAMYHOTO BUPOOY, ISl SIKOTO MOYKHA
MPOJEMOHCTPYBaTH €KBiBAJICHTHICTh PO3-
TJISTHYTOTO BUPOOY;

— 3BITIB, OMyOJIIKOBAHUX Y PELICH30BaH1il HayKO-
Biif JiTEpaTypl IIOAO I1HIIOTO KJIIHIYHOTO
JIOCBITy BIAMOBIAHOTO BHUpPOOy abo BHUPOOY,
JUTS STKOTO MOYKHA TIPOJICMOHCTPYBATH €KBiBa-
JICHTHICTh PO3IIAHYTOrO MEAMYHOIO BHpo6y,

— KIHIYHO 3HAYyIIOl iH(OpMaLii, OTpHMaHOT
B1Jl MOCTMapKETHUHIOBOTO KJIIHIYHOIO CIIO-
crepexxennst (PMCF).

Ha kimiHIYHUX JaHWX MaroTh 0a3yBaTHCS
MIATBEP/HKCHHS BIAMOBITHOCTI IIOMO 3arajb-
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Article 2 of Regulation Ne 745 stipulates
that clinical evaluation is a systematic and
planned process of continuous generation,
collection, analysis and evaluation of clinical
data related to a product in order to verify the
safety and efficacy, including clinical bene-
fits, when using the product as intended by
the manufacturer.

Clinical evaluation should be objective
and thorough and take into account both
favourable and adverse events. Its depth and
volume must be proportional and appropriate
to the nature, classification, purpose and risk
of a certain product, as well as the manufac-
turer’s statements regarding such a product.

Regulation Ne 745 clearly states that clin-
ical evaluation should be carried out accord-
ing to a defined and methodologically sound
procedure, which includes a critical evalua-
tion of the relevant scientific literature on the
safety, performance, design characteristics
and purpose of a medical device, a critical
evaluation of the results of all available clin-
ical trials, and consideration of currently
available alternative treatment options for
this purpose, if any.

Clinical evaluation may be based on clini-
cal data for a product that is the proven equiv-
alent of the product being tested. Technical,
biological, and clinical characteristics must
be taken into account to confirm equivalence.

Regulation Ne 745 also defines the term
clinical data, which means information about
safety or performance obtained as a result of
the use of a medical device and obtained
from:

— clinical studies of the relevant medical
device;

— clinical studies or other studies described in
the scientific literature regarding a medical
device for which the equivalence of a cer-
tain product can be demonstrated;

— reports published in the peer-reviewed sci-
entific literature on other clinical experi-
ence of the relevant product or product for
which the equivalence of a certain medical
device can be demonstrated;

— clinically relevant information obtained
from post-marketing clinical observation
(PMCF).

Evidence of compliance with general safe-
ty and efficacy requirements, under normal
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OLIHKA BE3IIEYHHOCTI CITO)KUBUYNX TOBAPIB

HUX BUMOT CTOCOBHO 0O€3IeKH Ta e(peKTUBHOCTI,

3a 3BUYAHUX YMOB Nepea0aqyBaHOTO BUKOPH-

CTaHHS MEIWYHOrO BUPOOY, a TaKOX OILlIHKa

HeOakaHUX MOOIYHUX €(EeKTIB 1 MPUIHHATHOCTI

CITIBBIJTHOIIICHHS] KOPUCTI Ta PU3HUKY.

BusHaueHHst Ta OOIpyHTYBaHHS pIiBHS KIIi-
HIYHUX JIOKa31B 3IIMCHIOETHCS BUPOOHHUKOM 3
METOI0 JE€MOHCTpauii BIANOBIAHOCTI IIOO
3araJlbHUX BHUMOT JOJEp)KaHHS Oe3meKku Ta
e(ekTuBHOCTI. PiBeHB KITIHIYHUX JTI0Ka3iB ITOBHU-
HEH BIJIOBIAATH XapaKTEPUCTUKAM MPUCTPOIO
Ta HOro MPU3HAYECHHIO.

3 MeTOl0 IUIaHyBaHHsI, 0€3MepEePBHOIO MPOBE-
JICHHSI Ta JIOKyMEHTYBaHHS KJIHIYHOTO OI[IHIO-
BaHHS BUPOOHUK Ma€ CTBOPUTH W OHOBIIOBATH
TUTaH KJIIHIYHOTO OIIHIOBAaHHS, 1ACHTHU(DIKYBaTH
JOCTYTIHI KJIIHIYHI J1aH1, peJIeBaHTHI1 JJIsl BUPOOY
Ta WOTO IJILOBOTO MPU3HAYEHHS, a TAKOXK Oy/Ib-
Kl Bagd B KIIHIYHUX JOKa3ax 3a JIOIIOMOIOIO
CHCTEMaTUYHOTO aHaji3y HAyKOBOi JIiTepaTypH,
OIIIHIOBATH BC1 pEJICBaHTHI KJIIHIYHI JaHl IUIS-
XOM aHaji3yBaHHS iXHBOI TPHUIATHOCTI JJIs
BU3HAYCHHS OE3MEeYHOCTI Ta e(QEeKTHBHOCTI
BHUPOOY, TEHEPYBAaTH 3a JOTIOMOTOI0 KJIIHIYHUX
JOCIIJKEHb Oy/b-sIK1 HOB1 UM JJOAATKOBI KJIIHIY-
H1 JaHi, HeOOX1/THI JUTsl BUPIIIEHHS HEYCYHEHHUX
poOJIeM Ta aHaJi3yBaTH BC1 PEJICBaHTHI KIIIHIY-
Hi naHi a1 (GopMylloBaHHS BUCHOBKIB IIIOO
0e3MeyHOCTI Ta KJIIHIYHOI €()eKTUBHOCTI BUPO-
Oy, Y TOMy YHCJII HOTO KJIIHIYHOT KOPHUCTI.

Pernamentom Ne 745 BCTaHOBIIOIOTHCA
BUMOTH JI0 TUIaHY KIIIHIYHOTO OIlIHFOBaHHS,
SIKHIi TOBUHEH BKJIIOYATH:

— BHM3HAYECHHS 3arajlbHUX BUMOT IIO0 Oe3meu-
HOCTI 1 €DEeKTUBHOCTI, K1 MOTPIOHO MMiATBEP-
JUTH PEJICBAaHTHUMHU KIIIHIYHUMH JTaHUMU;

crieuudikaiiio HiIbOBOr0O NpU3HAYE€HHs BUPOOY;

— crnenudikaniio HUTBOBUX TPyl 13 YITKUMHU

MOKa3aHHSMHU Ta MPOTUTIOKA3AHHIMH;

— JeTadbHUN omuc mepeadadeHoi KIiHIYHOT
KOPUCT1 JUIsl MAIEHTIB 13 PEJIEBAHTHUMU Ta
BU3HAYCHUMHU TapaMeTpamMu KJIIHIYHOTO
pe3ymbTary;

crienudiKaIio METO/IB, sIKI BAKOPUCTAaHI JIs
NEePEeBIPKU KIJIbKICHUX Ta SIKICHUX ACIEKTIB
KIIIHIYHOI O€3MEeYHOCTI 3 YITKUM 3a3HaucH-
HAM 3aJHIIKOBUX PHU3UKIB Ta MOOIYHUX
e(eKTiB;

OpIEHTOBHMI mepentik 1 cnenudikamiroo napa-
METpIB, AKI BHUKOPHCTOBYBATUMYTHCS ISt
BU3HAYCHHS, 3 YpaxyBaHHSIM Cyd4acHOTO
PIBHS PO3BUTKY MEIUYHOI TaiTy3i, CITiBBITHO-
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conditions of intended use of the medical

device, as well as an assessment of undesir-

able side effects and the acceptability of the
benefit-risk ratio should be based on clinical
data.

Determination and justification of the
clinical evidence level is carried out by the
manufacturer in order to demonstrate com-
pliance with general safety and efficacy
requirements. The level of clinical evidence
should correspond to the characteristics of
the device and its purpose.

In order to plan, continuously conduct and
document a clinical evaluation, the manufac-
turer must create and update a clinical evalu-
ation plan, identify available clinical data rel-
evant to the product and its intended purpose,
as well as any shortcomings in clinical evi-
dence through a systematic analysis of scien-
tific literature, evaluate all relevant clinical
data by analysing their suitability to deter-
mine the safety and effectiveness of the prod-
uct, and generate any new or additional clin-
ical data through clinical studies, it is neces-
sary to solve unresolved problems and
analyse all relevant clinical data to draw con-
clusions about the safety and clinical efficacy
of the product, including its clinical benefit.

Regulation Ne 745 sets out the require-
ments for the clinical assessment plan, which
should include:

— determination of general safety and effica-
cy requirements that need to be confirmed
by relevant clinical data;

— specification of the intended purpose of the
product;

— specification of Target groups with clear
indications and contraindications;

— detailed description of the intended clinical
benefit for patients with relevant and
defined parameters of clinical outcome;

— specification of methods used to verify
quantitative and qualitative aspects of
clinical safety with a clear indication of
the definition of residual risks and side
effects;

— an indicative list and specification of
parameters that will be used to determine,
taking into account the current level of
development of the medical industry, the
benefit-risk ratio for various indications
and for the intended purpose of the product;
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[ICHHS! KOPUCTh-PU3UK AT PI3HUX MOKa3aHb

Ta JUIsl [IIbOBOTO TPU3HAYEHHS BUPOOY;

— THUTaHHS CHiBBIJHOUICHHS KOPHCTb-PHU3UK,
noB's13aHi 31 ceuupiYHUMH KOMIIOHEHTaMH,
TaKUMH SIK JIIKAPChKi 3ac00M ab0 HEKHUTTES-
JaTHI TKAaHUHU TBAPUHHOTO YH JIFOACHKOTO
MOXO/KEHHS;

— BU3HAYECHHS MOPSIKY MEPEXOy BiJl KIIHIYHUX
JIOCITIJIKEeHb, SIK1 BIEpIIe MPOBOAATH 3a y4a-
CT1 JIIOJeH, TEXHIKO-€KOHOMIYHE OOIPYHTY-
BaHHS Ta IMUIOTHI JOCIIIKEHHS, 10 0a30BUX
KIIIHIYHUX JTOCITIKEHB, a TAKOXK MOCTMapKe-
tuHroBe KiiHIuHE cnioctepexenns (PMCF),
13 3a3HaYEHHSIM KOHKPETHUX KOHTPOJbHUX
MO Ta ONUCOM TMOTCHIIIMHUX KPUTEPIiB
IIPUMAMaHHS.

Pesynbraty KJIIHIYHOTO OLIHIOBaHHS Ta KJTi-
HIYHI JIOKa3d HEOOXITHO 3aJ0KyMEHTYBAaTH Y
3BITI, IKUM Ma€ OyTH MIAKPITUIEHE OIIHIOBAHHS
BIJIMTOBIAHOCTI BHUPOOY.

Kriniuai 1oka3u pa3oM i3 HEKITIHIYHUMHU
JaHUMH, OTPUMAaHMMH B pPE3yJbTaTi BHUKOPU-
CTaHHS METOJIB HEKJIIHIYHOTO TECTYBAaHHS Ta
1HIIIOT pesIeBaHTHOI TOKYMEHTAIli1, TOBUHHI J103-
BOJISITU BUPOOHHKY ITiITBEP/HKYBATH BiIIOBII-
HICTH 3arajlbHUM BHMOTaM IIIOA0 Oe3IeYHOCTI U
e(eKTUBHOCTI Ta OyTH BKIIOUEHHUMH JI0 CKIIATy
TEXHIYHOI TOKYMEHTAIIi1 BiAMOBITHOTO BUPOOY.

Jlo TexHIYHOi MOKyMeHTalii BKIIOYAIOTHCS
K CIPUSTINUBI, TaK 1 HECHPHUATIUBI MOAIi,
BHSIBIICHI B XOZl KIIHIYHOTO OIliHOBaHHS. Lli
JaH1 TIOBUHHI OHOBIIOBATHUCS TIPOTATOM JKHTTE-
BOTO IMKJIY MEIMYHOTO BHUPOOY KIIHIYHHUMH
JAHUMHU, 1110 OTPUMaH1 B pe3yibraTi peaizarii
many PMCF Ta nocTMapkeTHHIOBOTO Harmsiay
(PMS).

st Mmenumunux BUpoOiB kiacy III Ta meqmy-
HUX BHUPOOIB, 10 IMIUIAHTYIOTHCS, 3BIT IPO
ouinky, PMCEF, kopoTkuii oruc 6e3neKu Ta Kii-
HIYHOT €(EeKTUBHOCTI MOBHHHI OHOBIIIOBATHUCS
OIIMH pa3 Ha PiK.

PMCF — ue Oe3nepepBHUIl TpoLec, SKUH
OHOBJIIOE KJIIHIYHE OI[IHIOBaHHSI, PEryIIOETHCS
mwiaHoM PMS BupoOHuKa, sIKMif MOBUHEH 30H-
paTH ¥ OIIHIOBATH KJIIHIYHI JaHI I0/I0 BUKOPH-
CTaHHS MEIUYHOTO BHUPOOY, IO MapKOBaHHIA
sHakoM CE 1 BBeneHHil B 00IT UM B €KCIUTyara-
I1if0 32 MOTO0 IIJTbOBUM TMPU3HAYCHHSM, 3 METOIO
MIATBEPIKCHHST 0€3MeYHOCTI Ta €(EeKTUBHOCTI
MPOTATOM OYIKyBaHOTO CTPOKY CITY»KOH BHPOOY,
3a0e3neyeHHs! IPUIHATHOCTI BUSHAYEHUX PU3H-
KIB Y JMHAMIII Ta BUSBIICHHS HOBUX PU3UKIB HA
OCHOBI1 (paKTUYHHX JOKA3iB.
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— benefit-risk ratio issues associated with
specific components, such as drugs or
non-viable tissues of animal or human
origin;

— determine the order of transition from first-
time human clinical trials, feasibility stud-
ies, and pilot studies to basic clinical tri-
als, as well as post-marketing clinical fol-
low-up (PMCF), indicating specific con-
trol events and describing potential admis-
sion criteria.

The results of the clinical evaluation and
clinical evidence should be documented in a
report that should support the product com-
pliance assessment.

Clinical evidence, together with non-clin-
ical data obtained from the use of non-clini-
cal testing methods and other relevant docu-
mentation, should allow the manufacturer to
confirm compliance with general safety and
efficacy requirements and be included in the
technical documentation of the relevant
product.

The technical documentation includes
both favourable and adverse events identified
during the clinical evaluation. This data
should be updated throughout the life cycle
of the medical device with clinical data
obtained as a result of the implementation of
the post-marketing clinical surveillance
(PMCF) and post-marketing surveillance
(PMS) plan.

For Class 3 medical of devices and
implantable medical devices, the evaluation
report, post-marketing clinical follow-up
(PMCF), and a brief description of safety and
clinical efficacy should be updated once a
year.

Post-marketing clinical surveillance
(PMCF) is a continuous process that updates
clinical evaluation, regulated by the manu-
facturer’s post-marketing surveillance plan,
which must collect and evaluate clinical data
on the use of a CE-marked medical device
that has been put into circulation or service
for its intended purpose, in order to confirm
safety and effectiveness over the expected
life of the product, ensure the acceptability of
identified risks in dynamics, and identify
new risks based on evidence.

The post-marketing clinical follow-up
(PMCF) plan should define methods and pro-
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VY mnani PMCF noBunHI OyTH BHU3Ha4YeH1
METOJIU TH MPOIEAYPH IJIsl 30UpaHHs ¥ OIIHIO-
BaHHS KJIHIYHUX JAaHUX 3 METOIO:

1) miaTBepmxeHHs1 Oe3meyHOoCTi W ePeKTUB-
HOCT1 BUPOOY MPOTATOM HOT0 OYiKyBaHOTO Tep-
MIHY CIIyKOu;

2) BU3HAUEHHS HEBIJOMUX paHIIIe MOOIYHUX
e(eKTiB Ta MOHITOPUHIY MOOIYHUX €(EKTIB 1
MIPOTUIIOKA3aHb;

3) (ikcamis Ta aHajgi3 HOBUX PHU3HMKIB Ha
OCHOBI (paKTUYHUX JaHUX;

4) 3abe3re4eHHs] MPUHUHATHOCTI CIIBBIIHO-
HIEHHSI KOPUCTh-PU3UK Y TUHAMILIL;

5) BU3HAUEHHS MOXJIMBHUX CHUCTEMaTHYHUX
BUIIAJIKIB HEMIPABUJILHOTO BUKOPUCTAHHS BHPO-
Oy a00 10oro BUKOpUCTaHHS y CIOCIO, HE Mepe-
OayeHMil 1HCTPYKUi€O, i Bepudikaiii mpa-
BUJILHOCTI I[IJIbOBOTO IPU3HAYEHHSI.

Takox Permamentom Ne 745 mepenbaueni
BuMoru no miany PMCF Ta BcTaHOBi€HO
3000B 's13aHHSI BUPOOHMKA IOJI0 aHAJI3y BHC-
HOBKIB 3a pesynabraramu PMCEF, a takox ixHe
JIOKYMEHTYBaHHsI y 3BiTi. Bin mae OyTu ckiano-
BOIO 3arajibHOTO 3BITY 3a pe3yJIbTaTaMH KJIiHIY-
HOTO OITIHIOBaHHS ¥ TEXHIYHOT JOKYMEHTAIlii.

OCHOBHI BUMOT'H 10 KJIiHIYHOIO

OLIHIOBAHHS MeIMYHUX BUPOOiB B YKpaiHi

Bumory 1o x/IiHIYHOrO OILIIHIOBAHHS MEINY-
HUX BHUpoOIB Bu3HaueHi Jlomatkom 10
TexXHIYHOro peraMenTy o0 MEAUYHUX BUPO-
01B, 3aTBep/KeHOro mnoctaHoBoio Kabinety
MinictpiB Ykpainu Big 02.10.2013 poky Ne 753
(mami — TexHIYHUHN PETJIAMEHT).

B Vkpaini kiiHIYHE OL[IHIOBaHHS MPOBOUTH-
Cs 32 BU3HAUYCHOIO 1 METOJIOJIOTTYHO OOIPYHTO-
BaHOIO MPOLIETYPOIO, 110 IPYHTYETHCS HA Cydac-
HUX HAyKOBUX JIaHUX 111010 O€3MEeKH, eKCILTya-
TalIHUX MOKA3HUKIB, KOHCTPYKUIHHUX Xapak-
TEPUCTHK 1 3aCTOCYBAHHS MEJUYHOTO BUPOOY 3a
NpPU3HAYEHHSIM, pe3yjbTarax BCIX KIIHIYHUX
JIOCIIIUKEHD Ta 00’ € AHAHUX KIIIHIYHUX JaHUX.

KiniHiyHe OIiHIOBaHHSA Ta WOTO pe3yjibTaTh
JIOKYMEHTYIOThCSI, Ta BKJIIOYAIOTHCS 10 CKIIALy
TEXHIYHOI JOKyMEHTalli 00 MEIUYHOTrO
BHUPOOY.

Kiiniune oriHIOBaHHS Ta BiJIMOBIJHY JIOKY-
MEHTaLil0 HEOOXITHO TMOCTII{HO OHOBIIIOBATH
JAHUMU, OJIEP’KAaHUMU MICIS MOCTMApKETUHIO-
BOT'0 HamsiAy. SIKII0 MOCTMAapKETUHIOBE KIIIHIY-
HE CIIOCTEPEKEHHs 32 MEAUYHUM BUPOOOM HE €
HEOOX1/IHUM, 1€ PIMIEHHS OOIPYHTOBYETHCS 1
JIOKYMEHTY€ThCS.
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cedures for collecting and evaluating clinical
data in order to:

1) confirmation of the product safety and
effectiveness during its expected service life;

2) identification of previously unknown
side effects and monitoring of side effects
and contraindications;

3) recording and analysing new risks
based on actual data;

4) ensuring the acceptability of the bene-
fit-risk ratio in dynamics;

5) determination of possible systematic
cases of improper use of the product or its
use in a way not provided for in the instruc-
tions, to verify the correctness of the intend-
ed purpose.

Regulation No 745 also provides for
requirements for the post-marketing clinical
follow-up plan (PMCF) and establishes the
manufacturer’s obligations to analyse the
conclusions based on the results of PMCEF, as
well as document them in the report. It
should be part of the overall report on the
results of clinical evaluation and technical
documentation.

Basic requirements for clinical

evaluation of medical

devices in Ukraine

The requirements for clinical evaluation
of medical devices are defined in Annex 10
of the technical regulations on medical
devices, approved by resolution of the
Cabinet of Ministers of Ukraine Ne 753 of
02.10.2013 (hereinafter referred to as the
technical regulations).

In Ukraine, clinical evaluation is carried
out according to a defined and methodologi-
cally justified procedure, based on the
assessment of modern scientific data on safe-
ty, performance indicators, design character-
istics and use of a medical device for its
intended purpose, the results of all clinical
studies and combined clinical data.

The clinical assessment and its results are
documented and included in the technical
documentation for the medical device.

The clinical assessment and relevant doc-
umentation should be constantly updated
with data obtained after post-marketing sur-
veillance. If post-marketing clinical monitor-
ing of a medical device is not necessary, this
decision is justified and documented.
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VY pasi HEmOCTaTHBOTO OOTPYHTYBAHHS KJTi-
HIYHI JOCHIKEHHS TPOBOIAATHCS IS IIHX
MEIUYHUX BUPOOIB.

Takox mepeadavdeHo, KO0 MEANIYHUN BUPIO
BIZIMOBIA€ 3a BCIMAa MOKa3HUKAMHU, HEOOXITHO
OOTpYHTYBAaTH HEIONUIBHICTh HOTO JIEMOHCTpA-
11T 32 KPUTEPISIMH PU3HKIB, CIIEHU(DIKH B3a€EMO-
i 3 OpraHi3MOM JIFOWHY 1 3asIBJICHUMU BJIACTH-
BOCTsMH. JloCcTaTHBO JeMOHCTpallii BiAMOBIA-
HOCTI BCTAHOBJICHUM BUMOTaM TEeXHIYHOTO per-
JAMEHTY 00 MEANYHUX BUPOOIB 32 pe3yibra-
TaMH JIAIIE OI[IHKH €(EeKTHUBHOCTI, CTEHIOBUX
BUTNIPOOYBaHb 1 MOKITIHIYHOTO OmiHtoBaHHS. Lli
JlaHI HEOOX1THO PETEIHbHO OOTPYHTYBATH.

BucHoBku
1. lns 3a0e3nedyeHHs Ji€BOi CUCTEMU 00Iry
MEJMYHIX BUPOOIB B YKpaiHi HOpMATHBHO-TPa-
BOBa 0asa HOTpe6ye YAOCKOHAJICHHS B YaCTHUHI
MPOBEICHHS KITIHIYHOTO OI[IHIOBAaHHS MEIHY-
HUX BUPOOIB, 30KpeMa J0 BUMOT IOJO IJIaHY
KJIIHIYHOTO OI[IHIOBAaHHS Ta 3BITY 3a HOTO

pe3ysbTaTaMu.

2. 3 Mmeroro 3abe3neyeHHs1 Oe3MeYHOCTI Me-
JUYHUX BUPOOIB Ta MiABHUIIEHHS KOHKYpPEHTOC-
MPOMOXKHOCTI YKPaTHCHKOI MPOIyKIlii HEOOXi-
HO TPOJOBXKHUTH MPOLIEC TapMOHi3allii TeXHIY-
HOTO PETVIAMEHTY MIOJ0 MEAWYHUX BHPOOIB 1
BIIPOBAKEHHS €BPONEHCHKUX rapMOHI30BaHUX
CTaH/JAPTIB 3 YpaxXyBaHHSM CYYaCHHUX aCIICKTiB
iIXHBOIO peryjiroBaHHA B EBpomneiicbkomMy
Coro3i, 30kpema BuMor Pernmamenty €Bporneii-
cekoro [Tapmamenty Ta Pagm Ne 2017/745 Big 5
kBiTHS 2017 poxky mpo mMeauyHi BUpPOOH, BHE-
cenHs 3MmiH 1o J[upexkrtuBu 2001/83/€C,
Pernamenty (€C) Ne 178/2002 1 Permamenty
(€C) Ne 1223/2009 Ta ckacyBaHHS JUPEKTUB
Pamu 90/385/€EC 1 93/42/€EC.

3. Ilpu po3poOui Ta BIPOBAHKEHHI HOpMa-
TUBHO-IIPABOBUX AaKTIB y YaCTHHI MPOBEIEHHS
KJIIHIYHOTO OIIIHIOBAaHHS MEIWYHUX BUPOOIB
BAPTO BPAaXyBAaTH TaKi aCIICKTH: HOBI BU3HAYCH-
Hsl TCPMIHIB, BU3HAYCHHS BUMOT [0 IUIaHY Ta
MOPSAKY TPOBEIEHHS KJIIHIYHOTO OI[iHIOBaHHS
MEIUIHUX BHPOOIB, 00OB S3KOBICTH 1 BHMOTH
JI0 TIOCTMOHITOPUHTOBOTO KJIIHIYHOTO CIIOCTe-
PEXKEHHS Ta TIOCTMOHITOPUHTOBOTO HATTISIY.

Konduikr inTepeciB. ABTOpPH 3asBISIOTH
PO BIJICYTHICTHh KOH(TIKTY 1HTEPECIB.
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In case of insufficient justification, clini-
cal studies are conducted for these medical
devices.

It is also provided that if a medical device
meets all the indicators, it is necessary to jus-
tify the inexpediency of its demonstration
according to the risk criteria, the specifics of
interaction with the human body and the
declared properties. It is sufficient to demon-
strate compliance with the established
requirements of the technical regulations for
medical devices based only on the results of
efficiency assessment, bench tests and pre-
clinical evaluation. These data must be care-
fully justified.

Conclusions

Taking into account the above, we can
draw the following conclusions:

1. to ensure the circulation effective sys-
tem of medical devices in Ukraine, the regu-
latory framework needs to be improved in
terms of conducting a clinical assessment of
medical products, in particular, to the
requirements for the clinical assessment plan
and report on its results;

2. in order to ensure the safety to medical
devices and increase the Ukrainian produc-
tion competitiveness, it is necessary to con-
tinue the harmonization process of technical
regulations on medical devices and the intro-
duction of European harmonized standards,
taking into account modern aspects of their
regulation in the European Union, in particu-
lar the requirements of European Parliament
regulation, and of the Council Ne 2017/745
of 5 April 2017 on medical devices, amend-
ments to Directive 2001/83/EC, Regulation
(EU) Ne 178/2002 and Regulation (EU) Ne
1223/2009 and the cancellation of Council
directives 90/385/EEC and 93/42/EEC;

3.when developing and implementing nor-
mative legal acts in terms of conducting
medical production clinical evaluation, it is
necessary to take into account the following
aspects: new definitions of terms, determina-
tion of requirements for the plan and proce-
dure for conducting clinical evaluation of
medical devices, mandatory and require-
ments for post-monitoring clinical observa-
tion and post-monitoring supervision.
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