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K CBEAEHUIO ABTOPOB!
[Ipu HampaBIEeHUY CTAaTbH B PEAAKITHIO HEOOXOMNMO COOTIONATh CISAYIONINE TIPaBHIIA;

1. CraTps 1oyKHA OBITH MPEJCTABICHA B IBYX DK3EMIUISIPAX, HA PYCCKOM MM aHTIIUHACKOM SI3bI-
Kax, Hare4yaTaHHas Yepe3 MoJTOPa HHTEPBAJa HA OHOIl CTOPOHE CTAHAAPTHOTO JINCTA ¢ IIMPUHOMH
JIEBOTO TOJIA B TPU caHTHMeTpa. Vcroiap3yeMblil KOMITBIOTEPHBIN MIpU(T U TEKCTa Ha PYCCKOM U
anmniickoM s3pikax - Times New Roman (Kupuuinna), 111 TeKCTa Ha TPYy3UHCKOM SI3BIKE CIEIYeT
ucnons3oBath AcadNusx. Pasmep mpudra - 12. K pykonucu, HareyaraHHON Ha KOMIIBIOTEPE, 1OJDKEH
OBITH TIpHTOkeH CD co cTaTheit.

2. Pa3mep craTbu 10JKEH OBITH HE MEHEe IECSTH U He OoJiee 1BaAaTH CTPAHUI] MAITMHOIIHCH,
BKITIOYAs yKa3aTelb JINTEPaTyphl U Pe3toMe Ha aHTJIIMICKOM, PYCCKOM U TPY3MHCKOM SI3BIKaX.

3. B crarbe 10mKHBI OBITH OCBEIIEHBI AKTYaTbHOCTh JAHHOTO MaTepHalia, MEeTOJIBI X PE3YIIbTaThI
WCCIIeIOBaHUSI U MX 00CYKICHHE.

[Ipu npencTaBneHny B reUaTh HAyYHBIX IKCIIEPUMEHTAITLHBIX paO0T aBTOPHI JIOJIKHBI YKa3bIBaTh
BH]l ¥ KOJMYECTBO JKCIIEPUMEHTANBHBIX KUBOTHBIX, IPUMEHSBIINECS METOABl 00e300MMBaHUS H
YCBITUIEHHUS (B XO/1€ OCTPBIX OIBITOB).

4. K crarbe IOMHKHBI OBITH MPUIOKEHBI KPAaTKOE (HA MOJICTPAHUIIBI) PE3FOME Ha aHTIIUHCKOM,
PYCCKOM H TPY3MHCKOM $I3bIKaX (BKJIFOUYAIOIIEE CIICAYIOIIHE Pa3/Ieibl: IeJb UCCIIeJOBaHuUs, MaTepral U
METOJTBI, PE3YIBTATHI M 3aKTFOUCHHE) U CIIHCOK KITF0UeBEIX ciioB (key words).

5. Tabmuiibl HEOOXOUMO MPEACTABIISITE B ITe4aTHO# popme. DoTokonuu He puHUMaroTcs. Bee
nu(ppoBbIe, HTOTOBbIE U MPOIEHTHHIE JAHHBIE B TA0JHIAX JOJKHBI COOTBETCTBOBATh TAKOBBIM B
TeKcTe cTaTbu. Ta0nuIbe! 1 rpaduKH TOJKHBI OBITH 03aITIaBICHBI.

6. dororpadun AOIKHBI OBITh KOHTPACTHBIMHU, (DOTOKOIHHU C PEHTTEHOTPAMM - B IO3UTHBHOM
n300pakeHUH. PUCYHKH, YepTeXHU U JUArpaMMBbI CIICAYyeT 03aIIaBUTh, IPOHYMEPOBATh M BCTABUTH B
COOTBETCTBYIOITEe MecTo TekcTa B tiff popmare.

B moanucsx k MukpogoTorpadusiM ciieyeT yKa3blBaTh CTEIICHb YBEJIMUYCHUS Yepe3 OKYIISP HITH
00BEKTHB U METOJI OKPACKH WIJIM UMITPETHAIINN CPE30B.

7. ®aMHUINH OT€YECTBEHHBIX aBTOPOB MPUBOATCS B OPUTHHAIBHOW TPAHCKPHUTIITHH.

8. I1pu opopmiienun u HanpaBieHun crateid B >kypHan MHI mpocum aBTOpoB coOmonarh
NpaBuIIa, U3JIOKEHHBIC B « EMUHBIX TpeOOBaHUSIX K PYKOMHUCSM, IPECTABISIEMbIM B OMOMETUIIMHCKUE
JKYpHAJIBD», MPUHATHIX MeXKTyHapOIHBIM KOMUTETOM PEIAKTOPOB MEAMIIMHCKUX KYPHAJIOB -
http://www.spinesurgery.ru/files/publish.pdf u http://www.nlm.nih.gov/bsd/uniform_requirements.html
B xoHIIe Ka)X0i OPUTHHAIBHON CTaThH MPUBOAMUTCS Onbinorpaduuecknii cnucok. B cnmcok nutepa-
TYpBI BKJIIOYAIOTCS] BCE MaTepHalibl, Ha KOTOpble UMEIOTCS CCBIIKM B TekcTe. CIHCOK COCTaBiseTcs B
andaBUTHOM MOpsIKE U HyMepyeTcs. JIuTteparypHblii HCTOYHUK TPUBOAUTCS Ha sI3bIKE OpUTrHMHana. B
CIIHMCKE JIUTEePaTyphl CHavYasa MPUBOJSITCS PaOOTHI, HAIMCAHHBIC 3HAKAMU TPY3WHCKOTO an(aBuTa, 3aTeM
Kupuuied u naruauned. CChUIKM Ha IIUTHPYEMble pabOThl B TEKCTE CTAaThbH JAIOTCS B KBaJpPaTHBIX
CKOOKax B BUJIC HOMEPA, COOTBETCTBYIOLIETO HOMEPY JaHHOW padOoTHI B CITUCKE TUTEpaTypbl. BonbmmH-
CTBO IUTUPOBAHHBIX UCTOYHUKOB JIOJDKHBI OBITh 32 TIOCTEIHUE 5-7 JIeT.

9. Jlns momydenus mpaBa Ha MyONHWKANWIO CTaThs JOJDKHA MMETh OT PyKOBOIHUTENS PAaOOTHI
WIN YUPEXKJCHUSI BU3Y U CONPOBOIUTEIHHOE OTHOILICHHUE, HAITMCAHHBIC MITM HalleYaTaHHbIe Ha OJaHKe
Y 3aBEPEHHBIC MOJIIICHIO U TICUAThIO.

10. B xoHIe cTaThu MOKHBI OBITH MOMAIMKCH BCEX aBTOPOB, IMOJHOCTHIO NMPUBEIACHBI UX
(hamuTiM, IMEHa M OTYECTBA, YKa3aHbl CIIy)KCOHBIH M JOMAalIHUH HOMEpa TeIe(OHOB U aapeca il
MHBIE KOOpAUHATHL. KomnuecTBo aBTOPOB (COaBTOPOB) HE JOJIKHO MPEBHIIIATH MATH YEJIOBEK.

11. Penakuus octapisiet 3a coOO0# MpaBo COKpaIaTh U UCIPABIIAThL CTaThi. KoppekTypa aBropam
HE BBICBIJIAeTCSI, BCs paboTa M cBepKa MPOBOAUTCS IO aBTOPCKOMY OpPUTHHAITY.

12. HepomycTuMO HampaBlieHHE B PEJAKIUI0 padoT, MPEACTABICHHBIX K TI€YaTH B WHBIX
M3/IaTeThCTBAX WITM OMYOJUKOBAHHBIX B IPYTHUX M3IAHUSIX.

IIpu HapymieHnH yKa3aHHBIX NPABHJ CTATHH He PACCMATPUBAIOTCH.




REQUIREMENTS

Please note, materials submitted to the Editorial Office Staff are supposed to meet the following requirements:

1. Articles must be provided with a double copy, in English or Russian languages and typed or compu-
ter-printed on a single side of standard typing paper, with the left margin of 3 centimeters width, and 1.5 spacing
between the lines, typeface - Times New Roman (Cyrillic), print size - 12 (referring to Georgian and Russian
materials). With computer-printed texts please enclose a CD carrying the same file titled with Latin symbols.

2. Size of the article, including index and resume in English, Russian and Georgian languages must
be at least 10 pages and not exceed the limit of 20 pages of typed or computer-printed text.

3. Submitted material must include a coverage of a topical subject, research methods, results,
and review.

Authors of the scientific-research works must indicate the number of experimental biological spe-
cies drawn in, list the employed methods of anesthetization and soporific means used during acute tests.

4. Articles must have a short (half page) abstract in English, Russian and Georgian (including the
following sections: aim of study, material and methods, results and conclusions) and a list of key words.

5. Tables must be presented in an original typed or computer-printed form, instead of a photocopied
version. Numbers, totals, percentile data on the tables must coincide with those in the texts of the
articles. Tables and graphs must be headed.

6. Photographs are required to be contrasted and must be submitted with doubles. Please number
each photograph with a pencil on its back, indicate author’s name, title of the article (short version), and
mark out its top and bottom parts. Drawings must be accurate, drafts and diagrams drawn in Indian ink (or
black ink). Photocopies of the X-ray photographs must be presented in a positive image in tiff format.

Accurately numbered subtitles for each illustration must be listed on a separate sheet of paper. In
the subtitles for the microphotographs please indicate the ocular and objective lens magnification power,
method of coloring or impregnation of the microscopic sections (preparations).

7. Please indicate last names, first and middle initials of the native authors, present names and initials
of the foreign authors in the transcription of the original language, enclose in parenthesis corresponding
number under which the author is listed in the reference materials.

8. Please follow guidance offered to authors by The International Committee of Medical Journal
Editors guidance in its Uniform Requirements for Manuscripts Submitted to Biomedical Journals publica-
tion available online at: http://www.nlm.nih.gov/bsd/uniform_requirements.html
http://www.icmje.org/urm_full.pdf
In GMN style for each work cited in the text, a bibliographic reference is given, and this is located at the end
of the article under the title “References”. All references cited in the text must be listed. The list of refer-
ences should be arranged alphabetically and then numbered. References are numbered in the text [numbers
in square brackets] and in the reference list and numbers are repeated throughout the text as needed. The
bibliographic description is given in the language of publication (citations in Georgian script are followed
by Cyrillic and Latin).

9. To obtain the rights of publication articles must be accompanied by a visa from the project in-
structor or the establishment, where the work has been performed, and a reference letter, both written or
typed on a special signed form, certified by a stamp or a seal.

10. Articles must be signed by all of the authors at the end, and they must be provided with a list of full
names, office and home phone numbers and addresses or other non-office locations where the authors could be
reached. The number of the authors (co-authors) must not exceed the limit of 5 people.

11. Editorial Staff reserves the rights to cut down in size and correct the articles. Proof-sheets are
not sent out to the authors. The entire editorial and collation work is performed according to the author’s
original text.

12. Sending in the works that have already been assigned to the press by other Editorial Staffs or
have been printed by other publishers is not permissible.

Articles that Fail to Meet the Aforementioned
Requirements are not Assigned to be Reviewed.
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The reform of the health care system in Ukraine requires,
among other things, an improvement of the mechanism of liabil-
ity in this sector, like that existing in the EU countries. Ukraine,
having ratified the Association Agreement between Ukraine and
the EU (the Agreement), has undertaken to bring its legisla-
tion in line with the EU documents in this sector. The follow-
ing are the main documents adopted by the Council of Europe:
the Convention for the Protection of Human Rights and Dignity
of the Human Being with regard to the Application of Biology
and Medicine (Convention on Human Rights and Biomedicine)
(1997); European Charter of Patients’ Rights (2002); Conven-
tion on the Counterfeiting Medical Products and Similar Crimes
involving Threats to Public Health (2011).

Everyone in Ukraine, in accordance with the Constitution of
Ukraine, has the right to health care, medical care, health insur-
ance, and the state must ensure the proper level of their provi-
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sion to citizens and protect the patients’ rights by the institution
of liability for the violation of these rights. However, there are
currently such negative factors as the provision of poor health
services and medical care, mal adaptation of health care profes-
sionals, etc., in the health care system of Ukraine, as well as
of some EU countries. According to WHO, medical errors in
most EU countries occur in 8-12% of inpatient cases and every
10 patients is misdiagnosed (incorrect treatment) [4]. Thus, over
30,000 patients die annually in the UK; 90,000 patients are af-
fected in Italy, respectively 13% and 23% respectively in Greece
and Germany because of medical errors [11]. For comparison,
6-7 patients die every day in Ukraine, and 18-21 become disabled
[16]. This is one of the reasons for the increase in the number of
appeals of Ukrainian citizens to the ECHR, to the Ombudsman
of Verkhovna Rada of Ukraine (2018 — 706 appeals) [23], to the
court [16], to the Ministry of Health of Ukraine (2017 — 1287,
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2018 — 1673 appeals) [1]. The reasons for appeals include vio-
lations of patients’ rights, improper provision of medical care,
other unlawful acts, which provide liability according to the Art.
80 of the Fundamentals of Ukrainian Legislation on Healthcare
(Fundamentals) (1992).

It is worth noting that the institution of responsibility in the
field of healthcare has recently undergone significant changes in
the EU countries. Thus, prospective appeals to personal health
responsibility — are often understood as encouragements to take
responsibility for one’s health [40].

Following the adoption of the Recommendations of the Com-
mittee of Ministers of the Council of Europe to Member States
on patient safety management and prevention of adverse events
in the health care sector (2006), it is recommended to use a fair
rather than punitative system of incidents notice of patients’
safety and their research and to encourage health care facilities,
their staff for information. The Committee of Ministers of the
Council of Europe also recommends to obtain information about
medical errors by the example of the United Kingdom, Den-
mark, Ireland, through the Patient Complaint Registry System
[4], since only the patient who can identify and report on feeling
safe or unsafe in relation to their own definition of safety [38].

Confirmation of the correctness of this approach is the judg-
ment of the ECHR “Birzhykowski v. Poland” dated from June
27, 2006, which contains provisions for the prompt identifica-
tion of errors caused by healthcare professionals and the imme-
diate dissemination of information about this to the staff of the
medical institution, in order not to avoid the repetition of nega-
tive experience in the future and to guarantee patients with the
provision of better medical services [17].

The European integration processes in Ukraine, the imple-
mentation of the provisions of the Agreement are pushing for
changes in this direction, in order to approximate the legal regu-
lation of the relations in the health care sector to the standards
existing in the EU countries. Therefore, establishing the sys-
tem for reporting and monitoring medical errors, as well as the
system for reporting patients’ complaints, should be one of the
priorities of the health care reform in Ukraine. The mentioned
along with the improvement of the legislation of Ukraine in re-
gard to liability in the health care sector, will certainly contribute
to the creation of effective guarantees of ensuring, realization
and protection of the rights of participants of legal relations in
this sector, and, therefore, it is urgent and socially significant
scientific search of the present day.

The aim of the article is to undertake a comparative and legal
study of liability in the health care sector in the EU countries and
Ukraine. Accordingly, the following objectives have been iden-
tified along with the aim: to analyze the experience of the EU
countries in regulating liability in the health care sector; to offer
the adoption of the norms on the system of reporting of medical
errors and their monitoring in Ukraine taking into account the
Council of Europe’s Recommendations, the judgments of the
ECHR; to determine certain ways of improving the legislation
of Ukraine on financial, civil, criminal and administrative liabil-
ity in this sector, using the experience of the EU Member States.

Material and methods. The EU legislation and the EU coun-
tries, as well as the WHO information, cases of the ECHR, Re-
sults of Ukraine’s execution of the second phase of European re-
search on compliance with the EU standards on Patients’ Rights
(European Research Results) (2012). Also information has been
obtained from the Unified State Register of Judgments, the Of-
fice of the Prosecutor General, the Ombudsman of Verkhovna
Rada, the Ministry of Health of Ukraine, decisions of the Ac-
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counting Chamber are the materials for comparative and legal
research on liability in the health care sector in the EU countries
and Ukraine.

A complex of theoretical (systematization method, compara-
tive and legal method) and empirical (analysis and generaliza-
tion of statistical data) methods were used to solve the objectives
and for achieving the set aim. The systematization method was
used to analyze the system of different types of liability in the
health care sector; methods of analysis and generalization of sta-
tistical data — to determine the effectiveness of the application of
different types of liability; comparative and legal method — to
analyze the regulation of liability issues in the health care sec-
tor in the EU countries and Ukraine and to identify the ways to
improve the legislation of Ukraine on this issue.

Results and discussion. EU health policy serves to comple-
ment national policies, and to ensure health protection in all EU
policies and has aim to protect and improve the health of EU
citizens, preventing human illness and diseases, pool resources
and overcome shared challenges, support the modernization of
health infrastructure, improve the efficiency of Europe>s health
systems. In addition to formulating EU-wide laws and standards
for health products and services, it also provides funding for
health projects across the EU [42].

According to the Prosperity Rating of 2019 among 167 coun-
tries in the world, the 20 best health care systems in terms of
efficiency include 12 countries from 27 EU member countries,
namely: Iceland (7th place), Denmark (8th place), Kingdom of
the Netherlands (9th place), Austria (10th place), Germany (12th
place), Malta (14th place), Spain (13th place), Sweden (15th
place), France (16th place), Italy (17th place), Luxembourg
(19th place), Ireland (20th place)[40]. Such indicators of the ef-
fectiveness of the health care system of European countries indi-
cate that the EU countries have established sustainable national
health care systems and seek to strengthen national capacity.
However, along with this, some of the biggest challenges facing
modern EU healthcare are drug abuse and medical interventions,
patient safety and rising costs [43]. EU countries hold primary
responsibility for organizing and delivering health services and
medical care. Financial, civil, criminal and administrative liabil-
ity is most commonly used for offenses in this sector.

Regarding financial liability, we will focus on the two most
relevant types: violations related to budget financing of health
care, including during public procurement, and violations for
tax offenses. As is known, health financing is a key health sys-
tem function. There are two main types healthcare systems in
Europe. The tax-funded model (e.g. Scandinavia) is a single-
payer, predominantly public, system with salary or capitation
reimbursements, where patients have a choice of providers and
specialty access is regulated through General Practitioners. The
social insurance model (e.g. Germany, Netherlands, France) has
both multiple payers and owners of provider assets with fees be-
ing levied for services, where patients have a choice of insurers
and direct access to specialists. Thus, financing can be divided
into several subfunctions according to the way the money flows
in the health system: from households, which are the ultimate
source of health revenues, through financial intermediaries,
which manage budgets, to health care organizations, which pro-
vide services to patients [39].

According to Eurostat, Health in the European Union - Facts
and Figures, public funding for health care in Denmark is 84% of
total funding, Sweden — 83,7%, Iceland — 81,5%, Italy — 73,7%,
Ireland — 72,9%, Spain - 66%, Portugal - 65%, Malta — 63,3%,
Finland — 61,6%, Austria — 29,7%, Belgium — 21,2%, Germany
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- 6,3%, France — 5,3% [28]. Thus, health care systems in most
EU countries are funded through government schemes, which
require effective control over the efficiency of public funds.

There are budgetary control agencies in the EU countries,
such as the Accounting Chamber in Ukraine, which are respon-
sible for conducting efficient audit and other control measures,
including in the field, is being analyzed. It is related to the fact
that all health systems face budget constraints to a greater or
lesser degree, making rationing a necessity. Rationing is more
likely to have negative consequences for health system perfor-
mance if it is implicit rather than explicit [29]. Analysis of the
activities of these agencies in the EU countries has demonstrated
that the main idea of efficient audit is to create effective control
over the effective use of budgetary funds and it should be carried
out either by an independent agency (Poland, Hungary, Germa-
ny) or an agency empowered with judicial power (Germany) or
included in the judicial system (France) [5]. This affects the high
efficiency of budgetary control in these countries in detecting
violations of budgetary legislation.

For comparison, the Accounting Chamber in Ukraine also
conducts efficient audit, in particular in 2019, on the use of sub-
sidies from the State budget to local budgets for reimbursement
of medicinal products for the treatment of certain diseases (April
23, 2019, No. 10-1), for implementation of measures aimed at
developing the health care system in rural areas (November 12,
2019, No. 32-1). The published Audit Results reported the facts
on the use of subsidy funds (UAH 154.7 million and UAH 134.8
million respectively) in violation of the law [15]. The Accounting
Chamber also conducted audits on public procurement in the health
care sector and found a significant number of violations [6]. As a
result, the Accounting Chamber in accordance with its powers, in-
formed the Verkhovna Rada of Ukraine, law enforcement and other
agencies about detected violations. Usually, the consequences of
taking them into account are negligible, since only one indictment
was pronounced for the period of its existence [15].

Everything indicated above testifies to the ineffectiveness
of the activity of the Accounting Chamber, and, consequently,
to the need (in the light of the experience of France, Germany,
Italy, Poland) to amend the Budget Code of Ukraine (BC of
Ukraine), the Law of Ukraine “On the Accounting Chamber”,
which should strengthen the status of its independence, safe-
guards impartiality in control, extend the powers to conduct au-
dit of local budget funds, strengthen accountability for impeding
auditors’ work during the audit. It is also advisable to make the
auditor responsible for detecting violations of budget law by ini-
tiating the prosecution of the perpetrators, execute the minutes,
prepare the report for applying financial sanctions to budgetary
institution.

With regard to financial liability for tax offenses in the health
care sector, the democratic and preventive European approach
(compared to the Western one) deserves, first and foremost, to
be studied and borrowed. The result of this approach, aimed at
harmonizing the relationship between taxpayers and tax authori-
ties, is the increase of conscientious taxpayers (80% of such tax-
payers in Sweden) and the minimum number of tax evasion. To
this end, they also apply the following: in the UK — the signing
by the taxpayer of tax control claim; in Belgium — assistance
of tax authorities in determining the list of taxpayer’s taxes; in
the Netherlands, Belgium — simple and accessible forms of tax
reporting (1 page of VAT declaration); in the UK, the Czech Re-
public — income tax report is submitted once a year. Besides,
transparency and simplicity provide a single tax bill (Belgium,
United Kingdom, Denmark, Sweden) [10].
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The situation in Ukraine is somewhat different. Thus, the
single tax bill will only be introduced from January 1, 2021.
Due to imperfect provisions of the Tax Code of Ukraine (TC of
Ukraine), in particular in regard to reporting, the taxpayers often
evade taxes or do not pay them in full. Therefore, the experience
of the EU countries discussed above is valuable for improving
the tax mechanism in Ukraine.

With regard to the size of the sanctions, it depends on the ex-
istence of the intention and can be fixed (Great Britain, Germa-
ny, Switzerland) or as a percentage of the reduced (unpaid) tax
(maximum 80% (France), 240% (Italy)). In contrast to Ukraine,
a fine for ignoring tax requests (500-600 euros for each request)
is applied in Italy.

At the same time, according to the experience of these coun-
tries, there are quite often cases of using duplicative fine along
with a fine (Germany), a higher tax rate (Austria, Denmark, Fin-
land). There is a public disclosure of the fact of a tax offense in
an officially printed publication (France) [10]. These provisions
may be useful in improving the Tax Code of Ukraine and adopt-
ing norms on the differentiated amount of the fine, depending on
the form of tax evasion of the taxpayer, the definition of the term
of “evasion on paying compulsory payments”, comparing it with
“concealment” and “under declaration” of incomes (earnings).

Another reason for tax evasion is the imperfect mechanism of tax
exemptions from the personal income tax, the value added tax in the
legislation of Ukraine. For this reason, it is possible to borrow from
the experience of Germany, where taxpayers are provided with ben-
efits for income tax payers who care about health, family, and the
payer is assigned a more favorable category [5].

In regard to the value added tax benefits for healthcare ser-
vices, then the issues of their effectiveness and validity have
been the subject matter of an appropriate audit by the Account-
ing Chamber (March 19, 2019, No. 6-5) [15]. The audit revealed
the facts of conducting medical practice activity without proper
state registration and accounting in tax authorities, not reporting
to them on the received tax benefits of certain medical facilities-
taxpayers. One of the reasons for these violations is the poor
standards of supervision in the health care sector and tax con-
trol. There are also cases of improper charging of value added
tax and penalties to medical facilities during the inspections
conducted by the agencies of the State Tax Service of Ukraine
(STS of Ukraine). Therefore, it is advisable to revise the norms
on the personal responsibility of officials and public servants of
the Ministry of Health of Ukraine, STS of Ukraine for improper
supervision and control, for wrongful decisions in the direction
of its strengthening. We believe that the adoption of these and
other norms in the legislation of Ukraine will reduce the number
of violations of the budget and tax legislation by participants of
legal relations in the health care sector.

The experience of the EU countries demonstrates the existence of
three models of legal regulation of civil and criminal liability in the
health care sector. The first one is applied in the United Kingdom
and provides civil settlement of disputes as a result of harming the
life and health of the patient while performing professional duties,
including as a result of medical negligence. And criminal liability
of medical professionals for improper performance of professional
duties is most likely applied as an exception [22].

The essence of the second model, which is used by almost all
post-Soviet states, is the use of criminal law measures. Instead,
the third model used by most EU countries, in particular Italy,
Germany, is a combination of civil and criminal measures [22].
Let’s consider the peculiarities of their application in the EU
countries and in Ukraine.
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Where criminal law and medicine intersect, complexity aris-
es [25]. Healthcare in Europe is one of the areas particularly
vulnerable to corruption. Today, corruption in the health sector
occurs in all EU Member States and that both the nature and
the prevalence of corruption typologies differ across the Mem-
ber States. The most common crimes related to corruption in
the health sector include: bribery in medical service delivery;
procurement corruption; improper marketing relations; misuse
of (high) level positions; undue reimbursement claims; fraud
and embezzlement of medicines and medical devices. Bribery
in medical service delivery occurs most frequently, and is con-
sidered systemic, in (former) transition economies of Central
and Eastern Europe, in Western European countries bribery in
medical service delivery is rarer and restricted to specific areas
such as isolated cases in pre- and post-surgery treatment. So for
instance, Czech Republic, Latvia, Croatia, Slovakia, Romania,
Italy, Bulgaria and Greece are considered having a widespread
corruption problem and seem to encounter more bribery in
medical service delivery, procurement corruption and misuse of
(high) level positions. Healthcare procurement corruption seems
to occur less frequently in countries where public procurement
is highly regulated [27].

Also, counterfeit pharmaceuticals pose a growing threat to
the EU, affecting a large number of Member States. Organized
crime groups might produce counterfeit pharmaceuticals in clan-
destine laboratories, import counterfeit medicines or sell ille-
gally diverted medicines using falsified branding and packaging
[30]. The Council of Europe Convention on the counterfeiting of
medical products and similar crimes involving threats to public
health is the first international criminal law instrument to oblige
States Parties to criminalize: the manufacturing of counterfeit
medical products; supplying, offering to supply and trafficking
in counterfeit medical products; the falsification of documents;
the unauthorized manufacturing or supplying of medicinal prod-
ucts and the placing on the market of medical devices which do
not comply with conformity requirements [26]. However, this
convention has been ratified by only a few EU countries, includ-
ing Belgium, Croatia, France, Hungary, Spain.

Medical errors are a serious public health problem in EU
countries. It is a difficult problem as it is challenging to uncover
a consistent cause of errors and, even if found, to provide a con-
sistent viable solution that minimizes the chances of a recurrent
event. For example, error of omission as a result of action not
taken or error occur as a result of wrong action taken [36]. Euro-
pean data, mostly from European Union Member States, consis-
tently show that medical errors and health-care related adverse
events occur in 8% to 12% of hospitalizations. While 23% of
European Union citizens claim to have been directly affected by
medical error, 18% claim to have experienced a serious medical
error in a hospital and 11% to have been prescribed wrong medi-
cation. Evidence on medical errors shows that 50% to 70,2% of
such harm can be prevented through comprehensive systematic
approaches to patient safety [44].

Medical errors (including fatal errors) are an inevitable fea-
ture of the delivery of health care [34]. The fact that human error
may have tragic consequences does not (of itself) mean that the
errors were therefore a crime, but it does justify every effort to
reduce recurrence of those errors. This depends, amongst other
things, on a culture of open reporting and active engagement in
the continuous improvement of patient safety [33].

State public health law, criminal law, and tort law play dis-
crete and specific roles in upholding public health goals, pro-
viding incentives, and establishing consequences [35]. Laws do
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not address preventable harms and adverse events uniformly. In
general terms tort law is organized around corrective justice, dis-
tributive justice and prevention or deterrence [32].

The focus in civil liability analysis will be on protecting pa-
tients’ rights to compensation for caused harm. It should be not-
ed that the mechanism for the application of civil liability in the
EU countries is based on the Articles 13 and 14 of the European
Charter of Patients’ Rights (2002) on their right to appeal against
unlawful decisions and actions of healthcare professionals and
the guaranteed right to adequate compensation (if possible in
the short term) of moral and psychological harm as a result of
medical treatment, regardless of the severity of the harm and
its causes — even in cases where it is not possible to determine
precisely those responsible persons.

According to the legislation of Ukraine the guilty person can
be brought to civil liability, and the injured patient or his family
members (in case of the patient’s death) have the right to file a
civil action for the compensation of material and moral harm
caused by improper medical care.

The results of European studies have also demonstrated a very
low level of the realization of the patients’ right to compensation
for harm in Ukraine. At the same time, they have demonstrated
the high and medium level of the opportunity of EU citizens to
implement these rights that corresponds to the state of both the
health care system and the legal enforcement system in these
countries [20]. Therefore, it is advisable to bring the legislation
of Ukraine on patients’ rights, including the right to compensa-
tion for harm, into conformity with the European Charter of Pa-
tients’ Rights. To accomplish this, it is necessary to consolidate
the concept of “medical error”, distinguishing between admis-
sible (innocent) and inadmissible (guilty) medical errors and to
adopt the norm on civil liability of medical employees for medi-
cal errors [12].

With regard to the regulation of these issues by Italian law,
there is civil liability for medical malpractice, which causes
harm to the patient’s health. There is criminal liability (as well
as in German law) for causing harm to patient’s health by medi-
cal employees as a result of negligence. It is worth noting that
about 3000 criminal proceedings are initiated in Germany every
year [22].

For comparison, Section II “Crimes against Person’s life and
health” of the Criminal Code of Ukraine (CC of Ukraine) (2001)
covers the Articles 130-145. According to the data of the “Uni-
fied Report on Criminal Offenses over the State for December
20197, the Office of the Prosecutor General for 2019 there were
669 criminal offenses under the Art. 140 “Improper performance
of professional duties by medical or pharmaceutical practitio-
ners” and only one case was sent to the court with an indictment.
The data in regard to other Articles in this Section is the fol-
lowing: 13 and 3 (the Art. 130); 221 and 125 (the Art. 135); 28
and 1 (the Art. 136); 58 and 4 (the Art. 137). It should be noted
that according to the Articles 131-134, 138-139, 141-145 of the
Criminal Code of Ukraine there were respectively reported 2,
3,0,3,8,55,1,0, 2, 1, 10 criminal offenses, but no case was
sent to the court with an indictment [7]. In addition, an analysis
of judicial practice in recent years shows that 4 persons were
prosecuted for improper performance of professional duties by
a medical or pharmaceutical worker in 2017 and 2 in 2018 [18].

Regarding to the adoption of the Law of Ukraine “On Amend-
ments to Some Legislative Acts of Ukraine on Simplifying Pre-
Trial Investigation of Certain Categories of Criminal Offenses”
(2018) and introduction of the Institution of Criminal Offenses
in view to improve it, the provisions of the Act of the Republic
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of Poland “On Liability of Collective Formations for Prohibited
Punitive Actions”, the Penal Code of the Republic of Estonia on
criminal influence on legal entities in the form of quasi-criminal
liability [24, p. 50] constitute the interest.

However, scholars consider optimization of the institution of
administrative liability of medical employees as one of the pri-
ority directions for improving national legislation in the sphere
of ensuring the rights of patients [9]. It is also due to the re-
sults of European studies, according to which patients’ rights to
respect for private life and privacy are not adequately secured
in Ukraine, and one of the least secured is the patient’s right
to qualitative medical care (the right to quality standards) [20].
Besides, the quality control over medical care with the partici-
pation of the public and patients’ organizations is not conducted
in Ukraine, there are no sanctions for the violation of unified
medical standards (clinical protocols) [20], part of physicians
are not familiar with those standards (do not apply). But instead,
the procedures applied hitherto are also susceptible to fraud and
corruption — treatment of certain diseases with expensive and
inadequate medicines results not so much from the actual health
needs, but more from informal arrangements that give financial
benefits to specific persons» [37]. That is why healthcare is one
of the most corrupt sectors in the country [31]. The experience
of Spain, Italy, Finland, Sweden and most of the Central and
Eastern European countries on total quality management of
health care sector may be useful [21].

An urgent issue is the provision of certain types of medical
care to patients without their informed consent to intervene in
the violation of the Convention on Human Rights and Biomedi-
cine. According to the conducted research, physicians informed
only 15.7% of patients among orderly hospitalized about the na-
ture of the intended study and only 1.4% of patients consented to
informed intervention, 62.8% of patients did not receive infor-
mation about the essence of research methods, and 92.6 % did
not give their consent at all [3].

Therefore, we support the proposition set in the Code of
Ukraine on Administrative Offenses (CUAO) to provide admin-
istrative liability: for the violations of state medical standards
(clinical protocols) by health employees, norms and regulations
while providing medical care to a patient; for the disclosure of
medical secrets by a person who has become aware of it in con-
nection with the performance of professional (official) duties, if
such an act did not cause grave consequences; for the violation
of patients’ rights, conditions and procedure for providing him
or her medical care: for conducting clinical trials of medicinal
products without the written consent of the patient (his legal rep-
resentative) or related to a minor (incapacitated), if these actions
did not lead to the death of the patient or caused other serious
consequences [9].

The structure of the Code on Administrative Offenses of the
Republic of Latvia, which contains a separate Article on admin-
istrative liability of a legal entity, and propositions of O. S. Dot-
senko, S. V. Knysh to consolidate the corpus delicti of admin-
istrative offenses in the health care sector (public health) within
one Section (chapter) of the Code of Ukraine on Administrative
Offenses under the title “Administrative Medical Offenses” [8],
is believed valuable for consideration for the improvement of
the Code of Ukraine on Administrative Offenses.

It is also worth supporting the idea of adopting the Medical
Code of Ukraine with a separate Section “Liability for the Vio-
lations of Healthcare Legislation” [19], because Medical Codes
in France, Germany, Italy with the norms on liability have been
already adopted [21].
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Finally, let us address the currently relevant issue of responsi-
bility in the context of measures aimed at preventing the occur-
rence and spread of coronavirus disease. It should be noted that
Verkhovna Rada of Ukraine adopted on March 17, 2020 several
laws, in particular “On Amendments to Certain Legislative Acts
of Ukraine aimed at Preventing the Occurrence and Spread of
Coronavirus Disease (COVID-19)”, No. 530-IX (Law No. 530-
IX) [13] and the Law of Ukraine “On Amendments to the Tax
Code and Other Laws of Ukraine on Supporting the Taxpayers
for the Period of Conducting Measures to Prevent the Occur-
rence and Spread of Coronavirus Disease (COVID-19)”, No.
533-IX (Law No. 533-1X) [14].

The Law No. 533-1X amended the Tax Code of Ukraine [14].
In particular, it is provided for the period from March 1 till May
31, 2020 for violation of tax legislation during this period (ex-
cept cases specified in the Law): not to apply penalties; not to
charge the fine (charged, but not paid fine during this period is
subject to write-off); to establish a moratorium on documentary
and factual verifications; to stop the limitation period. In addi-
tion, there is no charge and no payment for land for land owned
or used by individuals or legal entities and used by them for
business purposes. Persons are also temporary exempted (except
cases specified in the Law) from the calculation, accounting and
payment of a single contribution, penalties are not applied, no
fine is charged (the assessed penalty for these periods is subject
to writing off) and a moratorium on documentary verifications is
established from March 1 till April 30, 2020.

Under these conditions the EU countries impose mainly ad-
ministrative penalties (Italy — 206 €, Slovakia — 1659 €, Austria
— 2180 €, United Kingdom — 1000 £, Czech Republic, Austria -
100 000 €), and only Italian law provides imprisonment starting
from 3 months [2]. It was established in Ukraine by the Law No.
530-IX in the form of a fine for citizens from 1 up to 2 thousand
non-taxable minimum incomes of citizens (NTMI) and for of-
ficials — starting from 2 up to 10 thousand NTMI. The same law
provides criminal liability — for the violation of rules and norms
established for the prevention of epidemic and other infectious
diseases, as well as mass non-communicable diseases (poison-
ing) and their combating, if such actions caused or knowingly
could cause the spread of these diseases in the form of a fine
from 1 up to 3 thousand NTMI, or imprisonment up to 3 years,
or imprisonment from 5 to 8 years (if these actions resulted in
the death of people) [13]. As one can see, the size of the fine is
quite significant, which should assist in preventing the spread of
coronavirus disease.

These norms have already entered into force in Ukraine.
March 21, 2020, the court first imposed a fine on a citizen of
Ukraine for violating quarantine restrictions — selling products
in unspecified place. Besides, the prosecutor’s office initiated
a case against a private clinic in Kyiv for not reporting to the
Ministry of Health of Ukraine about a coronavirus patient in ac-
cordance with the prescribed form (to the Ministry of Health of
Ukraine will withdraw licenses from medical facilities for such
actions).

Therefore, further reform of the institution of liability in the
health care sector of Ukraine should be aimed at: the implemen-
tation of the provisions of the Council of Europe documents in
this field into the legislation; the use of the mechanisms of such
liability existing in the practice of the EU Member States while
amending the Budget and Tax Codes of Ukraine; the improve-
ment of the powers of the Accounting Chamber, the State Tax
Service of Ukraine, and the Ministry of Health of Ukraine to
exercise control functions.
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Conclusions. As a result of studying liability in the health
care sector, it has been proved that the mechanism of such liabil-
ity by the law of EU countries is defined in such a way that it is
possible to comply with the legislation by almost all parties in-
volved in the health care sector, including through the use of pre-
ventive measures. While reforming this institution in Ukraine, it
is important to adopt the optimal model of its legal regulation by
aligning Ukrainian legislation with EU documents. It should be
also noted that it is possible to use positive experience in regu-
lating this issue in certain EU Member States.

It has been offered to improve the mechanism of financial
liability for the violation of budget legislation (to amend the
Budget Code of Ukraine, the Law of Ukraine “On the Account-
ing Chamber”), for tax offenses (to amend the Tax Code of
Ukraine), taking into account the norms of the EU legislation
on the amount of the fine (United Kingdom, Italy, France, Ger-
many, Switzerland); repeated fine (Germany); the use of an in-
creased tax rate (Austria, Denmark, Finland); public disclosure
of a tax offense (France).

Analysis of the law of the EU countries has led to a conclu-
sion on the need for improvement and norms on the applica-
tion of other types of liability in the health care sector, using the
experience of these countries: on civil and criminal liability for
malpractice (Italy); criminal liability of medical professionals
for the harm to the health of patients while providing medical
care, including negligence (Germany); on the liability of legal
entities (Latvia); on the regulation of liability issues in Medical
Codes (France, Germany, Italy). It is also advisable to introduce
in Ukraine the total quality management of the health care sector
by the example of Spain, Italy, Finland, Sweden.

Therefore, finding an effective model of legal regulation of
liability in the health care sector and bringing it closer to the
EU standards is an urgent task. The provisions formulated in the
article may serve as separate directions for research in regard to
the liability in the health care sector.
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SUMMARY

HEALTH CARE SECTOR’S FINANCIAL, CIVIL, CRIM-
INAL AND ADMINISTRATIVE LIABILITY IN EU MEM-
BER STATES AND UKRAINE: RESULTS OF COMPARA-
TIVE RESEARCH

"Teremetskyi V., 2Dmytrenko E., *Pletnov O., *Grynenko S.,
*Kovalenko Ye.

!Ternopil National Economic University; *Kyiv National Eco-
nomic University named after Vadym Hetman, *Yaroslav Mudryi
National Law University, Kharkiv, Ukraine

The aim is a comparative and legal study of liability in the
health care sector in the EU countries and Ukraine. Materials
of the research are the EU legislation, laws of the EU countries,
Ukraine, statistical information. The authors of the study have
used the systematization method, comparative and legal method,
analysis and generalization of statistical data.

Ensuring an adequate level of health care, providing affordable
health care service and medical care to citizens is one of the main
tasks of any country, including Ukraine. It is the reason why the
state controls this sector through the institution of liability, which
does not fully meet the standards of the present day existing in the
EU Member States, and therefore needs to be improved.

The authors of the article have summarized the experience of the
EU countries and Ukraine in regard to liability in the health care
sector and have determined some ways to improve Ukrainian leg-
islation. The authors have established the necessity to borrow the
experience of certain EU countries in regulating financial (France,
Germany, Italy, Poland), civil (Italy), criminal (Germany), adminis-
trative liability (Latvia) in the health care sector.

Keywords: health care, medical error, financial liability, civil
liability, criminal liability, administrative liability.

PE3IOME

®UHAHCOBAS, TPAXKJIAHCKAS], YTOJOBHAS H
AJJMUHUCTPATUBHASI OTBETCTBEHHOCTh B
C®EPE 3JPABOOXPAHEHHMSI B CTPAHAX-YJIEHAX
EC U YKPAUHBI: PE3YJIBTATbI CPABHUTEJIbHBIX
HCCJEJIOBAHUM

'"Tepemeuxnuii B.W., 2Imutpenkxo J.C., *[lierués O.B.,
SI'punenxo C.A., *KoBanenxo E.B.

! Teprononbckuti HAYUOHANLHBLI IKOHOMUYECKUL YHUBEPCUMEN;
’Kuesckuil HAyuOHAIbHbIIL IKOHOMUHECKUL YHUBEPCUMEM UM.
Baouma I'emomana; *Hayuonanohvill 0puouyeckuil yHugepcu-
mem um. Apocraea Myopoeo, Xapvkos, Ykpauna

]_ICJ'H)IO CTaTbM SBJIACTCSA CPAaBHUTEILHO-IIPABOBOC HCCIIC-
JOBAaHUC OTBCTCTBCHHOCTH B cti)epe 3ApaBOOXpaHCHHUA B CTpa-
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Hax EC u VYkpaunsl. MarepuaioM HCCIEAOBaHUS SIBISUIUCH
3akoHoaaresbetBo EC, crpan EC, Ykpausbl, crarucTuyeckas
unpopmanus. B mpouecce ncciaemoBaHHs NPUMEHEH METOJ
CHCTEMAaTHU3al1Hu, CpaBHMTeHLHO—HpaBOBOﬁ MCTO/[, aHaJIu3 H
000011IeHIEe CTaTUCTHYECKUX JTAaHHBIX.

CrhenaH BBIBOJ, 4TO OOecCIeueHHE HaJJIe)KAIIero ypPOBHS
3paBOOXPAHEHUs, IPEIOCTABICHHE JOCTYITHOTO MEIMLIMH-
CKOTO OOCTY)KHBAHUS M MEIAUIMHCKOW MOMOIIU TpakIaHam
SIBJISIETCS OJTHOM M3 OCHOBHBIX 3aj1au JI000T0 rocyaapcTaa, B
TOM umciie 1 YKkpauHsl. [1o3ToMy rocygapcTBo ocyliecTBis-
€T KOHTPOJIb 3TOH cephl Yyepe3 HHCTUTYT OTBETCTBEHHOCTH,

KOTOPBIN 10 Ceil IeHb HE MOJHOCTbIO OTBEYAET CTAHIApTaM
crpan-wieHoB EC, a, cienoBarenbHO, HY)XIAeTCS B yCOBEp-
IIIEHCTBOBaHUH.

B crarbe 060061men omnbiT ctpan EC 1 YkpanHbl OTHOCHTEIb-
HO OTBETCTBEHHOCTH B C(epe 3APaBOOXPAHCHHUS U ONPEICIICHBI
OTZEJbHBIE IIyTH COBEPIICHCTBOBAHUS 3aKOHOAATEIbCTBA YKpa-
MHBI. YCTaHOBJIEHAa HEOOXOIUMOCTh 3aMMCTBOBAHMSI OIIBITA OT-
nenbHbIX cTpal EC o perynupoanuio ¢pruHancoBoit (Opanuus,
OPT, Uranus, Ilonema), rpaxaanckoit (Uranus), yronoBHOH
(®PT'), axmunucTpatuBHOW oTBeTcTBeHHOCTH (JlaTBUs) B che-
pe 30paBOOXpaHEHUSL.
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BPAYEBHASA SKCHHEPTU3A KAK METOJ OHEHKH KAHECTBA MEJUITUHCKOT'O OBECIHIEYEHUSA
COTPYJHUKOB NOJIUIIUU PECITYBJIMKU APMEHUSA

Apamsan I'K.

Meouyunckoe ynpasnenue nonuyuu, nonukiunuxa, Epesan, Apmenus

AHanu3 NaHHBIX JIMTEPATYpbl IOKa3bIBACT, YTO BOIPOCHI
YIPaBJICHUS] KA4€CTBOM MEAMIIMHCKON MOMOIIM HU3Yy4Yald MHO-
I'He y4YeHbIC ¥ Bpa4Hu-OpraHU3aTopsl 31paBooOXpaHeHus. B Tede-
HHE JUTUTENILHOTO MEPHO/ia OHM MBITAIKCH TIOBBICHTH KauyeCTBO
ME/IMIMCKO TIOMOIIM YKCTCHCHBHBIMH METO/IAMH 3a CUCT yBe-
JIMYCHUS YMCIIa MEJIUIIMHCKOTO ITEPCOHAIIA U EMKOCTH MEAUIINH-
CKHUX y4pekaeHuii [8,12].

HexoTopsle HcclieBoaTe N CYUTAIOT, YTO YIPABICHHUE Kadye-
CTBOM MEIMIMHCKOIl MOMOIIN BO3MOXXKHO OCYLIECTBUTH COBO-
© GMN

KyITHOCTBIO MEp OPTaHN3aIIMOHHOT0, YKOHOMHYECKOTO, TIPABO-
BOTO, HAYYHOTO M MEAMIIMHCKOTO XapaKTepa, HaIpaBICHHBIX
Ha oOecrieueHne aaeKBAaTHOTO BHINOTHEHHS MEIHIIMHCKIX
TEXHOJIOTHH, CHIDKCHHE PUCKA YXY/IIICHHS COCTOSHHS TTaIieH-
TOB M yCTpaHEHHE HEOIArONpPUsTHOTO COIMAIBLHOTO IIPOTHO3a
BCJICICTBHE OKA3aHHOW MEIWIIMHCKON ITOMOINM, HA ONTHMHU-
3aIUI0 PACXOIOB PECYpPCOB MEAMIMHCKUX yupexaeHuit [11].
Poccuiickne yueHble MpeAnonaaraioT, 9To I YCHEIIHOTO pas-
BUTHS MEANIIMHBI BBICOKHX TEXHOJIOTHH HEOOXOMMO HE TOIBKO
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